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purpose of obtaining as much informa- 
tion as possible as a basis for a final 
decision. The proposal would not change 
the present requirement of the law that 
preservatives may be used only in a 
way that will be safe. 

Requests for exemption from the re- 
quirement for declaration of the preserv- 
three organizations 
Evidence was tending to 
that the of the spe- 
cific preservative used was impractica- 
ble because retailers may have, at the 
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citrus fruit bearing different preserva- 
tive treatments. The petitioners held 
that this could to in the 
labeling of provide separate 
displays would 
of the 
display space 
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show declaration 


several same 
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to 
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errors 
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cause labor cost 
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packaged form or before it is offered 


Iruit < 


for retail sale, or to any other yr 
vegetable whether or not in packaged 
form, 

The Administration 
lished a final regulation exempting fron 
any label declaration preservatives which 
are applied to fruits and 
prior to harvest. This regulation, ini 
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the conclusion that it is impracticable 


has also 
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vegetables 
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had asked for a blanket 
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use of chemical preservatives 
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Import Meat Inspection 


By A. R. MILLER 


Dr. Miller — Director, Meat Inspection Division, United States 
Department of Agriculture — Presented This Paper at the Annual 
Meeting of the Section on Food, Drug and Cosmetic Law of the 
New York State Bar Association in New York City on January 29 


b bon federal meat-inspection law and the Federal Meat Inspectior 
Service are usually considered somewhat synonymous. Actually 
the federal meat-inspection program is organized to administer several 


laws. There are five of them. 


Today I would like to discuss with you the import-meat-inspection 
program that is administered under authority of the Tariff Act of 
June 17, 1930. The specific provisions are contained in Section 
306(b)-(c) of the act. The terms are clear and concise; I am therefore 
quoting from the law instead of attempting to explain its terms to you 
It reads as follows 


Sec. 306(b) Meats unfit for human food.—No meat of any kind shall be 
imported into the United States unless such meat is healthful, wholesome, 
fit for human food and contains no dye, chemical, preservative, or ingredi 
which renders such meat unhealthful, unwholesome, or unfit for human food 
and unless such meat also complies with the rules and regulations made by the 
Secretary of Agriculture. All imported meats shall, after entry into the United 
States in compliance with such rules and regulations, be deemed and treated as 
domestic meats within the meaning of and subject to the provisions of the act 
of June 30, 1906 (Thirty-fourth Statutes at Large, p. 674), commonly called the 
“meat inspection amendment,” and the act of June 30, 1906 (Thirty-fourth Stat 
utes at Large, p. 768), commonly called the “food and drugs act,” and acts amend 
atory of, supplementary to, or in substitution for such acts 


279 
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(c) Regulations Che Secretary of Agriculture is authorized to make rules 


and regulations to carry out the purposes of this section, and in such rules and 
regulations the Secretary of Agriculture may prescribe the terms and conditi 

or the destruction of all meats, offered for entry and refused admission 

the United States, unless sucl meats be exported by the ¢ 


1 


he time hxed therefor in such rules and regulations 


The Secretary of Agriculture has issued comprehensive regula 
tions under the authority contained in the law. They appear in the 


Code of Federal Regulations (9 CFR Section 27) 


[It is important to understand that the importation of meat into 
this country is also subject to animal disease control legislation. Cet 
tain meats that may carry the contagion of animal disease are pri 
hibited entry under comprehensive regulations (9 CFR Section 94) 
These regulations should be consulted particularly when fresh meats 
are involved 

History 

In 1906, when the federal meat-inspection program was organized 
under the law of June 30 of that year, the legislative authority for the 
control of imported meats and meat-food products was contained 1 
the Federal Food and Drugs Act which was approved on the same 
date. This was not a specific authority for meats and meat-food 
products, but was included in the general application of the Food and 
Drugs Act of 1906 to the importation of foods. Detailed instructions 
entitled “Inspection of Imported Meats and Meat Food Products 
Under the Food and Drugs Act of June 30, 1906” were issued Decem 
ber 30, 1910, by Harvey W. Wiley, Chief of the Bureau of Chemistry 


which organization then administered the Food and Drugs Act 


Dr. Wiley’s instructions of December 30, 1910, integrated th: 


Bureau of Chemistry's imported-meat-inspection program into the 
federal meat-inspection program then being administered by the Bureau 


of Animal Industry Both of these bureaus were in the United States 


Department of Agriculture 


The instructions held that importations of meat or meat-foo 
products of cattle, sheep, swine, and goats were to be subject to the 
same restrictions as were meats of domestic origin except as otherwise 
specifically provided. It was required that importations of meat and 
meat-food products of these animals were to be accompanied by cet 
tificates showing their freedom from disease. The certificates referred 
to were executed by official inspectors of the country, city or district 


of origin. The official inspector who signed a certificate had his 
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authority visaed before a United States consul. Meat and me 


tat 


products of horses and dogs were disallowed entry into the United Sta 


es 


Dr. Wiley’s instructions exempted from the certification requir 
ment small quantities of meat and meat-food products purchased across 
the line and brought into the United States by purchasers for their 
own consumption. Similarly, small shipments brought in by 
post or otherwise for personal use of the consignee and not fe 


distribution in any way were exempted from the certification requ 


t 


Significantly, the instructions specified that the certi 
ot to take the place of port inspection as to the conditior 
ment on arrival—whether it was fit for food, whether it w: 
with vermin or whether it contained any of the substances forbidder 
by the regulations for the enforcement of the meat-inspection law 
instructions provided that this port inspection would be made by 


inspectors of the Bureau of Chemistry; if the meat or meat 


product were found not to conform to the law, the shipment woul 
rejected even if the form of certificate were a ceptable 
The meat-inspection officials of the Bureau of 
stationed at New York, Philadelphia, Boston, 5S: 
land (Oregor and Seattle were directed to cooper. 
# Chemistry so that imported meats and meat-f« 
at those points, although accompanied by a proper 


actually be inspected by the experts of the Bureau « 


is to whether they were of a proper kind and 


With the passage of time, the Americar 


} — 
federal meat-inspection law, and the program orgat 
as admin by the Bureau of Animal Industry 
nd more insistent at imported meats be subjected t 
controls c arable to those administered by the Bureau 

Industry 
Public interest in meat inspection rat 
There was insistence that a greater concert 
ogram in effect in the country of origi 
to meat and meat-food products 


States The public expressed St 


pinion that it should be entitled to have imported 


dd products subject after entry into this country to the same contre 


1 


s those applied to domestic products under the meat-inspection law 


Furthermore, oft ial experience in administering the import provisions 
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of the food and drugs law to meats and meat-food products demonstrated 
the desirability of having the so-called imported-meat-inspection pro 
gram operate as part of federal meat inspection as administered by the 
Bureau of Animal Industry. 

\ll of this was accomplished in 1913, when there was included in 
the tariff law enacted October 3 of that year the provisions quoted 


above that were carried over in the tariff act approved June 17, 1930. 


Following the passage of the law of October 3, 1913, A. D. Melvin, 
Chief of the Bureau of Animal Industry, issued regulations effective 
October 4, 1913, that integrated the import-meat-inspection program 
into the federal meat-inspection program administered by that bureau 
For all practical purposes, the import-inspection program organized 
under Dr. Melvin’s regulations is the same as the one administered 
today by the Meat Inspection Division, United States Department of 
\griculture. 

Current Picture 

lhe “imported products” requirements of the federal meat-inspection 
regulations provide that whenever it is determined by the Secretary of 
\griculture that the system of meat inspection maintained by any 
foreign country is the substantial equivalent of, or is as efficient as, the 
system established and maintained in the United States and that 
reliance can be placed upon certificates issued by authorities of such 
foreign country, notice of that fact will be published by regulations 
The regulation goes on to say that the listing of any foreign country 
under the foregoing provision may be withdrawn whenever it shall be 
determined by the Secretary of Agriculture that the system of meat 


inspection maintained by such foreign country is not the substantial 


equivalent of, or is not so efficient as, the system established and main 
tained by the United States. Also, listing is withdrawn if reliance 
cannot be placed on certificates required, under the regulations, from 
authorities of such foreign country or for lack of current information 
concerning the system of meat inspection being maintained by such 
foreign country. Under those circumstances the foreign country will 
be required to re-establish its eligibility for listing. A current listing 
of approved countries is maintained in the regulations; as of this time 
it includes 33 countries. 

An effective routine has been worked out to be pursued by the 


government of a foreign country that desires to be listed with those 
that are eligible to have their meats imported into the United States. 
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Such a country contacts the Meat Inspection Division of the Depart 
ment of Agriculture through the State Department. The purpose ot 
requiring these negotiations to be handled through the State Depart 
ment is to assure that the State Department is aware of the negotia 
tions and either can give its endorsement or approval to them or can 
disapprove such an exchange, depending on the policies of that depart 
ment. The Meat Inspection Division of the Department of Agri 
culture will not process a request of a foreign country over the 


objection of the State Department. 


Assuming that the State Department is agreeable, the foreign 


country petitioner forwards to the division a copy of the law on which 


the meat-inspection system of the foreign country is based and 


organized. Along with the law is a copy of the regulations that have 
been promulgated to administer the law. These are in the language 
of the foreign country, together with an English translation of both. 


\ careful review is made of the laws and regulations of the 
foreign country, and these are compared with the laws and regulations 
covering the meat inspection of this country. Basically, the law must 
provide for a national system of meat inspection and it must give the 
regulatory official adequate authority to promulgate effective regula 
tions and to enforce such regulations. These regulations, to be regarded 
as being adequate, must provide for the same basic meat-inspection 


controls as characterize the meat-inspection program in the United States 


If it is determined that the law and regulations of the foreign 
country are the substantial equivalent of those in the United States 
the next step is to make sure that the foreign inspection system is 
actually being administered and enforced in compliance with the 


regulations 


\ survey of the actual conduct of the meat-inspection program i 
the foreign country is made. The initial survey is conducted by ar 
official assigned by the United States embassy in the petitioner country 
who personally witnesses the actual conduct of the inspection under 
normal working conditions. Recognizing that this foreign official may 
not have the technical background required for such a survey, he is 
encouraged to utilize the services of any qualified personnel available 
in the area. Some foreign-service officials have used military veterinarians 
assigned to the area or veterinary personnel attached to cooperative 


programs 
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The report of this survey is considerably detailed and it is reviewed 
critically. Usually it is necessary to obtain additional information 
In any case, before a decision is made one way or the other, it is made 
certain that the factual situation is complete and verified. This may 


require sending a competent observer from this country 


\ssume, then, that the foreign country’s petition has been decided 
favorably. The foreign government is officially informed that its 
meat-inspection system is approved for exporting meat products to 


the United States. Since official certification is used as evidence oi 


this approval, the first step is for the foreign country to prepare a1 


1 


export-meat-inspection certificate that meets the requirements of the 
regulations. This is prepared with considerable care because it is the 
document that evidences the eligibility of a shipment of foreign meat 


for entry into the United States. 


\ctually—correctly expressed—the officially recognized certificate 
identifies a shipment of foreign meat, when it is offered for entry into 
the United States, as being eligible for inspection to determine whether 
it does in fact conform with all of those requirements which the 


federal meat-inspection program applies to domestic meats 


Cooperative action taken by the Bureau of Customs enables the 
meat-inspection program to discharge this inspection responsibility 
with respect to imported meats. The following quotation from the 


customs regulations of the United States explains how this is accomplished 


xd Products 


a) all imported m« 
states are subject t 


section 306, Tar 


ricultural Resea 


Ak 

onvevances or pack: n which such mercl remo\ 
of examinatio hi ) alec r corded and ale vy a customs officer 
inspector of tl it : tion Division, Agricultu | Researcl rvice 
mport-meat als fturnisl y tl Department of Agriculture, 
United States cust 

12.9 Release for al deli I to consignee No 
or animal casings shall be ased tor final delivery to the 
collector of customs is advised by the Department of Agriculture 


sentative, that the merchandise is admissible 
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The import-meat-inspection regulations (9 CFR Section 27) con 
tain considerable detailed instructions for the information of importers 
and meat inspectors concerned with the inspection of properly cer 
tified foreign meats that are offered for importation. The importer 
is informed about how he might make application for the inspection 
and what constitutes the inspection procedures and objectives. Included 
in this information is an explanation to the importer on how the 
imported product might be transported about pending its inspection 
and disposition. Even such extraordinary emergencies as wrecks are 


anti ipated 


The inspection routines are adequate to satisfy the public interest 
example, it is specified that compartments of steamships, railroad 
and other conveyances transporting any product to the United 


‘s and all trucks, chutes, platforms, racks, tables, tools, utensils, 


other devices used in moving and handling any such product are 
be maintained in a sanitary condition. When burlap is used as a 
wrapping for foreign meats, it is required that the product be first 


vrapped in a good grade of paper or cloth of a kind which will prevent 


ntamination with lint and other foreign material 

\ 10 per cent sample inspection is made of each consignment of 
foreign frozen fresh meat If this discloses an unsatisfactory condi 
tion, a 100 per cent inspection of the consignment, including defrosting 
if necessary, is then required. Carcasses and parts of carcasses offered 
for importation from which such tissues as the peritoneum, pleura 


body lymph glands have been removed are refused entry 


act, any product that is offered for importation is refused entry 
it is found upon inspection to be unsound, unhealthful, unwhole 
wr otherwise unfit for human food, or mislabeled, or containing 


chemical, preservative or ingredient not permitted to be used 


n a domestic product. Such product is reported to the customs as 


passing the inspection; the product is therefore not eligible for 
into the United States 
\ll imported meat products that have passed the inspection at 

have been cleared for admission into the United States by customs are 
deemed and treated as being subject to the provisions, prohibitions 
and penalties of the Meat Inspection Act. Such product may be taken 
into inspected meat-packing plants and there mixed with, or added to 
products which have been inspected and passed. Also, such product 


may be transported in interstate and foreign commerce [The End] 





Cosmetic Additive Amendment—— 


Mr. Mayham—Addressing the 1958 Meeting, Section on Food, Drug 
and Cosmetic Law, New York State Bar, on January 29—Discusses 
the Delaney, Sullivan and Williams Bills Dealing with Ingredients. 
Turning to the Pressing Need for Sound, Workable Coloring- 
Matter Laws, He Says That ‘‘Action This Year Is Almost Imperative’’ 


6 IUR CHAIRMAN, in extending his most kind invitation to me 
to address this meeting, suggested that the subject of new legis 
lation relating to additives to cosmetics be the topic of this address 
Since the invitation was extended some months ago and since, at that 
time, it seemed that this might be a “hot” subject at the time of this 
meeting, I accepted. I seem to have a facility for getting myself into 
spots like this. It is quite easy in January to accept a speaking engage- 
ment for the following October and then, when the date arrives, to find 
oneself at a loss as to what to say. However, here I am, and you will 


just have to make the best of it. 


With respect to cosmetic legislation, it now seems a somewhat 
remote subject with which to take up a great deal of your time. What 
with a defense situation likely to take up a great deal of the time of 
the Congress in the present session, numerous other problems of a 
pressing nature to be considered, a feeling in high Food and Drug 
Administration circles that food-additive legislation is far more 
important (and I generally agree with that viewpoint) and, of equal 
importance at least, the fact that Members of Congress see a pressing 
need to mend fences at home during the summer in this crucial—for 
them—election year, the chances of any cosmetic-additive legislation 
at this session appear less likely than they did six months ago. How 
ever, I did promise your chairman to discuss it and I shall do so 
briefly before turning to what to me seems a far more pressing Food, 


Drug, and Cosmetic Act subject. 








By S. L. MAYHAM 





The Writer Is Executive Vice President, The 
Toilet Goods Association, Inc., New York City 


There are several bills pending to amend the Act with respect to 
materials used in cosmetics. The first is the perennial Delaney bill 
I have told this group, in earlier talks, the many things that are wrong 
with that bill. First, the definition of a “new cosmetic 
so faulty and so complicated that even our courts 
would have a hard time making head or tail out 
requirement that every cosmetic should list in its 
ingredients of which it is composed is completely unrealisti M1 
Delaney refuses to learn that cosmetics are essentially complex sub 
stances and that most of them contain from 20 to 100 ingredients, 
many with complex and unpronounceable chemical names which 
would mean little to even an alleged expert such as myself and nothing 
at all to the general public and, unfortunately, to those members of 
the medical profession who are supposed in some remote way to profit 
by the information. Incidentally, such detailed labeling is required on 
neither food nor drugs both of which are taken internally, while most 
cosmetics are merely applied to the skin. Finally, the powers extended 
to government by the Delaney proposal far exceed anything that even 
the most tsaristic administrator would desire—and, fortunately, we do 
not have tsaristic people in the Administration nor are we likely to 
in the future. In brief, this is a very bad bill, accomplishing little for the 
consumer and burdening the industry with a situation which even 
the largest company would find extremely difficult and the smaller 
company would find absolutely impossible. I am sure industry does 
not want it and I suspect the Administration does not want it either 


227 


_ 
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Representative Sullivan of Missouri has a parallel bill. Neither of 
these, | think, has any chance whatever of favorable consideration 


certainly none in the present session 


H. R. 9153—Williams Bill 
Another bill now before the House Committee is that of Repre 
sentative Williams, chairman of the subcommittee which is consider 
ing all additive legislation. This bill, H. R. 9153, while still imperfect 
in certain respects, is so far better than other pending measures that 
The Toilet Goods Association, which I represent, has told its members 


that “we do not see anything in it which should be seriously opposed 


Quite frankly, the Williams bill might be called a “semi-licensing” bi 


and I know that is a bad word to many of you. Under its terms 
person—an additive manufacturer, a cosmetic manufacturer, o1 
one else—could make an application for sale or use of a “new cosmeti 
ingredient,” furnishing with the application sufficient data to enabl: 
the Administration to determine whether the ingredient would be 


harmful under conditions of use. Incidentally, the term “new cosmeti 


ingredient” is defined so that the Administration would not be but 


dened with passing on the thousands of traditional cosmetic materi: 
which have had a long history of safe and successful use. However 
the Administrator, on the basis of new evidence, could question the 
safety of even a traditional ingredient and, after an administrati 


+t te 
SO ndicates 


hearing, prescribe limitations on use if the evidence 
Further, any ingredient which had been used prior to the enactment 
of the Act to a material extent, would not be considered a new cos 
metic ingredient and would not be subject to the testing provisions 
within two years. Frankly, the possibility of such action would seen 


to be very remote indeed. 
If a new ingredient is proposed, and the initial ruling of the 
\dministration is not satisfactory, a hearing can be demanded, with 


the usual requisites of the Administrative Procedure Act prevailing 
Hearings would be held on the application from whatever source 
came and the Administrator would then be given a limited time 
issue a ruling on it. Such ruling could give blanket permissior 
unlimited use; it could specify the areas of the body to 

cosmetic bearing the ingredient might be applied; or 

the percentage of the ingredient which might be used in a cosmeti 
and that percentage could vary depending upon the product and ths 


area to which it might be applied 
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The present bill prescribes that the Administration give notice of 

the application and of the preliminary hearings and that the final rul- 
ings of the Administration also be published. In view of the desirability 
yes, even the necessity—of secrecy in the adoption of new ingredients 
reasonably to protect the inventor in the absence of patents, it seems 
to many—and in this | concur—that the original proceedings on the 
application be kept secret and that publicity come only at the time of 
the announcement of the ruling, a course which is, in fact, required by 
the Administrative Procedure Act. A very simple amendment could 


accomplish this 


Where Would Burden of Testing Fall? 


Objections have, of course, arisen from many sources that the 
work of proving the harmlessness of any new ingredient would fall o1 
this one or that one. Cosmetic makers have objected that they would 
have to do the testing and chemical manufacturers who would actually 
make the ingredient have complained that this burden would fall 
directly upon them. No one has said that new ingredients should not 
be tested, but almost everyone has asked to be freed from the burder 
of testing. It is the position of The Toilet Goods Association that pre 
testing of new ingredients is both necessary and desirable. In fact 
such testing has been going on for years. It is not a new thing. No 
cosmetic manufacturer in his right senses will stake the reputation of 
his products and his company on ingredients that have not been proven 
to be safe in use, and I would think that no ingredient manufacturer 


would wish to purvey a new ingredient for application to the huma 


body unless he knew it could be used with complete safety Neither 
: 


as 


cosmetic manufacturers nor chemical manufacturers have, so far 
know, enrolled in any suicide club 

Quite frankly, it is very probable that the bulk of the pretesting 
will be done—as, indeed, it has always been done by the sellers of 
the ingredients. Cosmetic manufacturers do not buy untested or 
potentially dangerous products to put into their wares even without 
the existence of any law on the subject. Their natures will not chang 
when a law compels the safety of the materials which they use. But 
again, this is no greater burden for the chemical producer than the one 
which he quite logically bears at the moment. 

Two further provisions might be mentioned: First, the Adminis 
tration would be compelled to publish at an early date a list of the 


materials which it considers safe for use, and that list may be expected 
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to contain the names of almost all of the ingredients currently used 


in the manufacture of cosmetics. Second, the Administration 1s 


expressly forbidden to inquire into the efficacy of any ingredient. Bear 


in mind that the final products are not drugs nor even foods and, while 
you may have some doubts as to the efficacy of cosmetics for all the 
things claimed for them, this law is not the place where control of such 


claims is or should be placed. 


Question of Review Procedure 

Finally, there are adequate provisions for review of the rulings 
or decisions of the Administration, to the United States Court 
\ppeals, which would have to decide the case on the preponderan 
of evidence, not merely on substantial evidence. There is no provi 
sion for mandamus under the Federal Declaratory Judgment Act, 
procedure which in our opinion is unworkable. Courts are notoriously 
loath to use this method of compulsion on independent administra 
tive bodies, nor is there any provision for ad hoc committees of the 
National Academy of Sciences or any other body. This proceduré 
may be applicable to foods or drugs. I would not know. But I know 
of no one who is prejudiced against foods and very few people who ar 
prejudiced against drugs. Unfdrtunately for them, I do know of some 
persons, even of high scientific attainments, who are prejudiced against 
cosmetics. We prefer to let the Administration decide our fate on 
ingredients rather than to take the advice, in advance, of a committe: 
of which we do not know the make-up. Furthermore, the additional 
cost of ad hoc committees, in duplication of time and expense, would 
not be offset by any conceivable advantage in such procedures 

This, briefly, is the present Williams bill, which—with the safe 
guarding amendments with respect to secrecy suggested above 
believe to be a good and workable measure, even while we continue 
to believe that no cosmetic amendments are necessary and that th: 
present law has been adequately protective of the public interest. In 
this we are fortified by the record, which shows only a handful of cas« 
on cosmetics covering both adulteration and misbranding of thes 
products in the 20 years since the present law went into effect. In an) 
event, we anticipate no cosmetic legislation this year; if that should 
be the case, no one is going to be damaged by the omission 

There is, however, another phase of the Act where amendment is 
in my opinion, pressingly necessary and where action this year 
almost imperative. That is in the provision relative to the use and 


certification of coal-tar colors not only in cosmetics. but also in food 
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and in drugs. The present law provides that coal-tar colors for use 
in all three industries covered by the law be certified as “harmless and 
suitable for use” in the products in which they are used. - Two con 
troversies relative to this provision have recently arisen and have been 
of more than usual concern both to the Administration and to members 


of the industries involved. 


Two New, Important Problems in Color-Certification Field 

The first of these controversies arises over the use of the words 
“harmless and suitable for use,” which appear in three separate para 
graphs of the law. It has always been my contention that this phrase 
could not be separated. In writing the Act, Congress did not separate 
the word “harmless” from the word “suitable.” No commas appear 
between them, and it would seem that the phrase gave the Adminis 
tration broad discretionary powers to establish quantitative tolerances 
for colors. Certainly, 5 per cent of a color might be harmless and 
suitable, where 30 per cent of the same color might be both harmful 
and unsuitable, or either. Not so, say the wise attorneys for the gov 
ernment. “Harmless” means just that, namely, without capability of 
harm under any conditions, and to hell with the word “suitable 
They very conveniently forget that the Administration did certify one 
dye for exclusive use on Easter eggs even though it may be definitely 
harmful if you eat it or rub it on your hide. They very conveniently 
forget that the Administration, by regulation, refused to certify even 
the most harmless of coal-tar colors for use in cosmetics to be applied 
in the area of the eve. Neither of these actions could have been pos 


sible under the doctrine of harmlessness per se, but nevertheless the; 


took them \ little consistency here might save Congress and the rest 


of us quite a bit of trouble. In fact, it can readily be proven that 
absolutely nothing, with the possible exception of air, is harmless 
under all conditions of use 

The other controversy surrounds the certification of colors which 
can be derived directly from natural substances and also derived fron 
coal tar. The Administration has generally held that a definite 
chemical compound which could be derived from coal tar is actually 


a coal-tar dye and must be certified, even though the process by which 
it was made did not involve any coal tar at all. There is a great dea! 


to be said for the logic of this contention. A pure dye of definite 
chemical constitution may be harmful or harmless, and that element 
of harmfulness or the reverse is not one which changed because dif 


ferent methods are employed in its production. I am_ personally 
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sympathetic toward an interpretation of the sort sponsored by the 
Administration, but here I do not speak for The Toilet Goods Associa 
tion, some of whose members may not sympathize with that position. 
I have not asked them and I do not know. 


Harmlessness-Per-Se Doctrine Raises Another Question 

In addition to these two points, the present coal-tar color regu 
lations are faulty in another respect which, again, arises out of the 
doctrine of harmlessness per se. When a long list of coal-tar colors 
had to be rapidly certified under the new law in 1938, someone came 
up with a system, completely illegal in my opinion, that three classes 
of colors could be established, namely FD&C colors, D&C colors 
and Ext. D&C colors and that, thereby, repetition and duplication 
of names could be avoided. Curiously enough, in our great haste at 
the time, no one realized that these illegal classifications might rise up 
to plague us later. We did not foresee either that some overzealous 
scientists and lawyers might someday be working for the Administra 
tion and that they might come up with a theory of harmlessness which 
would make these classifications completely untenable. However 
that happened. 

On the basis of feeding experiments in which test animals were 


forced to ingest ridiculously large amounts of three colors previously 


freely certified as FD&C colors, a hearing was held at which one 


eminent scientist on the staff of the Administration testified that the 
three colors in question were not “harmless.” However, on cross 
examination he had to admit that no work had been done in which 
application to the skin was involved; on that basis and that basis only 
we succeeded in getting these reclassified as Ext. D&C colors. Thi 
interested drug people were not so fortunate and the food people, 
excepting a few who were interested in the coloring of oranges, did 


! Even on the basis of thx 


not appear at all. Why, 1 shall never know 
scientific testimony evoked by the Administration, I am certain that 
sound cross-examination would have completely destroyed the Adminis 
tration’s case on foods and drugs, which was woefully weak. In fact, 
[ wanted to cross-examine him myself but my far wiser counsel, who 
sat beside me at the hearing, wouldn't let me. I’m glad now that he 
was there 
How Far Can Color Studies Go? 
On the basis of these three colors, not much harm was done, but 


a great deal of harm can be done if similar so-called scientific feeding 
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studies are carried out on the entire list of certifiable colors; our best 
information is that such studies are proceeding and that future hear 
ings on the “harmless per se” doctrine are to be expected. It isa situa 
tion which borders on the ridiculous, but it is a condition and not 
a theory. 

Since the Administration must, of course, be governed by counsel 
in its interpretation of the statute and since “harmless per se” and the 
present method of listing must be embraced in any future delisting 
proceedings, it is obvious that the whole color certification section of 
the Act must be reconsidered and revised. To that end the Williams 
bill, to which I have referred, contains new color-certification language 
In addition, a committee of the coal-tar color industry has prepared 
legislation known as H. R. 8945, introduced by Representative Curtis 
[ much prefer the language of the Williams measure, but the Curtis 
bill will accomplish much the same ends, although perhaps in a slightly 


more complicated way 


Williams and Curtis Bills—Certification Provisions 


These measures provide for the certification of “colors t 
merely coal-tar colors as is provided in the present law. They provide 
that certification of such colors be on the basis of harmlessness in use 
and not “harmlessness per se.’ They provide for the separate listing 
of colors for foods and for drugs and for cosmetics so that a dye found 
harmful for one group of products need not be classed as harmful for 
the others They would give the Administration authority to estab 
lish both areas of use of such colors—immensely important in the 
cosmetic industry—and quantity limitations in various products s 


that percentages of safe use may be established by the Administration 


hey further provide that the Administration, where public health is 


not involved, may completely exempt any colors it may care to from 
the certification provisions 

These amendments should be put through at once. They are more 
important to the affected industries and to the public protection than 
are the cosmetic-ingredients bills or even the controversial food- 
additive bills 

Now, of course, there are difficulties with any such measures 
rhe only really pressing one under the proposals which I have outlined 
would seem to be the additional burden which might be placed upon 
the Administration. Given the authority to establish tolerances, the 


\dministration is also faced with the duty of seeing that these toler 
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ances are enforced. This might, at the outset, entail a considerable 
amount of sampling and testing, to be followed by occasional spot 
checking of various suspect products, just as is now done under the 
adulteration provisions of the present Act, and these procedures might 
at the outset be costly. I personally do not believe that they would 
be excessively costly, and in view of the tremendous benefits which 
would accrue to the food, drug and the cosmetic industries, as well as 
to the coal-tar dye manufacturing industry, it would seem reasonable 
that a provision could be written into the law by which costs could 
be distributed on some reasonable basis, with the Administration shat 


ing modestly with the rest of us in the burden. I am sure most manu 


facturers would be willing to pay a little more, temporarily, for the 


colors they use if they could be spared the silly “harmless per se 
doctrine; if they could use, as is probable, a great many colors with 
out worrying at all about certification ; and if they could know in what 
percentages they and their competitors could use the colors which the 
\dministration in its wisdom decided should be certified. The burden 
would be small even at the outset, and it should get progressively 


smaller as time goes on. 


Inter-Industry Cooperation Urged 

[ propose to put the small weight of the cosmetic industry behind 
these sorely needed amendments, and I strongly urge you who are 
influential in the food and drug industries to join us in the enactment 
of sound and workable color legislation. In the meantime, I'll forego 
the doubtful pleasure of unnecessary cosmetic legislation to that end. 
This is an important reform and, in my opinion, should get precedence 
over other amendments, even though some of them may appear to be 


badly needed. [The End] 


HONOR AWARDS CEREMONY—DEPARTMENT OF 
HEALTH, EDUCATION, AND WELFARE 


Secretary of Health, Education, and Welfare Marion B 
recently presented 46 honor awards to outstanding employees of the 
Department at its seventh annual honor awards ceremony. Seven em 
plovees received distinguished service awards and 30 received superior 
service awards. Among the latter was Ralph Grafton Smith, M. D 
Chief of the New Drue Branch, Bureau of Medicine, Food and Drug 
Administration 

Eight groups received unit citations for superior service 

The third annual Oveta Culp Hobby Award was given to an em 
ployee selected from among those receiving the distinguished service 
awards—Mrs. Eunice Rivers Laurie, public-health nurse, of Tuskegee, 
Alabama 





Dietary Fats 


By JAMES R. WILSON, M. D. 


The Author Notes That in Preparing His Study of Implications 
of Current Research, It Has Been His Purpose ‘“‘to Make It 
Factual, informative and Completely Fair to All Concerned”’ 


& THIS ARTICLE it is my purpose to discuss reasons for th 
present scientific interest in dietary fats and some of the implica 


tions of current research concerning fats as human food 


Research Activity and Public Interest 


Medical history since 1920 provides informative clues indi 
why at various times the attention of research workers is focused 
upon one factor and then upon another factor in human nutritior 
the early twenties when Banting and Best published their origit 
report on insulin, there resulted a widespread interest in the metab« 
lism of sugars and starches. Soon thereafter, there was scarcely a 
medical school in this country which did not have under way one or 
more research projects involving carbohydrate metabolism. Insulit 
not only gave relief to multitudes of diabetic patients, but also provided 
investigators with a sharp new tool with which they could probe pre 
viously unknown aspects of carbohydrate metabolism. This scientifi 


activity added greatly to our knowledge concerning starches and sugars 


While Banting and Best were working with insulin, scientifi 
curiosity was slight concerning the role of fat in human metabolism 
Fat was regarded chiefly as a concentrated source of heat and energy 
a padding for certain of the organs, and a carrier of vitamins A and D 
At that time there was no widely recognized compelling need for 
studying fat metabolism. This situation prevailed until a chain of 


events changed the focus of interest. 
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Dr. Wilson, of Winnetka, Illinois, 
Formerly Served as Secretary of the 
Council on Foods and Nutrition of 
the American Medical Association 





\t the University of Minnesota, Burr and Burr observed the 
importance of certain highly unsaturated fatty acids in the diet of rats 
(1929). Soon thereafter, while working at the same university 
Hansen started an investigation of the role of fats in the diet of infants 
But it was the chemistry of fats rather than their metabolism that 
occupied the efforts of workers in this field during the decade and a 


half that followed 1930 


Since the mid-forties the accent of scientific interest has beer 


altered. Not least among the factors that changed the focus were the 


antibiotics. These fabulous drugs increase man’s life expectancy 


remarkably. People live longer, and an increasing number reach the 
age when blood-vessel disease is common and not unexpected 
Patients who previously might have died of pneumonia and related 
infections now live to suffer crippling or fatal heart attacks and 


cerebral vascular accidents 


Did these vascular accidents have to occur? It has been sug 
gested that fatty substances in diseased blood-vessel walls might be 
related to the fat in the diet Could it be that chronic vascular diseas 
could be delayed or modified or possibly prevented if we knew more 
about fats? The imagination of both the lay and scientific public was 
fired. As a result, within the last few years, millions of dollars have 
been appropriated and many research scientists have channeled thei 
efforts to the study of dietary fats in relation to chronic vascular 
diseases. The great current research activity is the result, | believe 
of the wide recognition of a public-health problem and its implications 


It is reasonable to assume that research and public interest in this 
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problem will continue as long as progress is made or the strong hope 
of progress exists. 

There is ample reason, supported by a multitude of observable facts, 
for genuine research interest in dietary fats, in spite of the fact that the 
importance of this activity has been minimized by some groups which 


have much at stake 


What Current Interest in Dietary Fats Means 
to Food Industry 
What does the current scientific interest in dietary fats mean 
the producers and processors of foods ? 
\ discussion of this question requires the review of at least 


minimum of background information. Physiologically, fats provide 


heat and energy, together with essential fat-soluble vitamins. They 


enhance the palatability of foods. In fact, many of the delicate and 


t 


distinctive flavors and aromas of foods are associated with the fa 
they contain. The satiety value of foods is related to their fat content 
Certain highly unsaturated fatty acids play an important role in 
growth, in reproduction and in the maintenance of skin health 
Furthermore, current research is rapidly adding new information, and 
it seems probable that dietary fats will be shown to serve in many 
other important way Not only do body fats come from the fats 

the diet, but also from the conversion of carbohydrates (sugars and 
starches) into fat and from the partial conversion of protein into fat 


Chemically, all principal dietary fats are highly complex, consisting 


chiefly of mixtures of tryglycerides. In additior there are also smal 
but important amounts of mono and diglycerides, phosphatides (also 
called phospholipides), free fatty acids, lipoproteins sterols and othe 
lipids. Volumes have been written and many more will be writte: 
on these lipids. With anything as complex biochemically as dietary 
fats, it is easy to understand why there are still so many gaps in our 
knowledge of their composition and function in human physiology 
Only recently have interrelationships between lipids and other nutrients 
essential to health been recognized. The following are examples 

(1) Patients with an impaired ability to absorb fats (as in the 
disease sprue) who are placed therefore on a very low fat intake, show 
reduced ability to absorb carotene, precursor of vitamin A 

(2) Experimentally, it has been shown that skin lesions produced 
by diets low in pyridoxine (vitamin B,) and those induced by diets 


very low in “essential” fatty acids (fatty acids not synthesized in vivo) 
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show a striking similarity. The administration of either vitamin B 
or “essential” fatty acids may, under given dietary conditions, induce 
a favorable therapeutic effect. 

(3) There are other examples illustrating or indicating interrel: 
tionships between fats and other nutrients which point up the importance 
of fats in the human diet above and beyond their ability to supply 
calories. The phosphatides, widely distributed in the dietary fats 
play an important but by no means fully understood role in the trans 
port of fat constituents by the blood. Since the phosphatides are 
efficient emulsifying agents, it has been suggested that they make it 
possible for water-insoluble fats to be carried freely into a water 
medium, the blood. 


How much fat should be eaten to fulfill normal physiological 
requirements of the human body? This question is complex, just as 
is the chemistry of lipids. We must consider how much fat is needed 
under varying circumstances of rest, of work, during infancy and 
adolescence, in pregnancy and in illness; and whether these are in 
fluenced by sex, by environmental conditions (especially temperature 
and by conditions of stress. We only have begun to explore questions 
of this nature. 

Nevertheless, based on what we do know, it is possible to consider 
the implications from the standpoint of the public health. First, it is 
apparent in the case of dietary fats, as it is with all other food com 


ponents, that there are upper and lower limits between which the 


requirements of good nutrition are best served and that recommenda 


larger or smaller amounts are unwise in ordinary circum 
stances and usually either foolish or faddish 


The results of too little fat in the diet are not often recognized 


as 
such. However, several years ago, Dr. Arild Hansen, an eminent 
research pediatrician, observed among infants and young children an 
apparent relationship between too little fat and certain skin lesions 
Later, his studies indicated the likelihood that types, as well as 
amounts, of fat are important. In dogs, such a relationship can be 
demonstrated more easily. 


An obvious result of too much dietary fat (or too many calories 


from any source) is obesity. Lewis Dublin and Herbert Marks of the 
Metropolitan Life Insurance Company found, in a study of insurance 


records (1952), that obesity apparently predisposes to cardiovascular 
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renal diseases, primarily of chronic vascular origin. This suggests 
that overeating, including the overeating of fats, favors the develop 


ment of chronic blood-vessel disease. 


It is conservatively estimated but not proved that it is desirable 


to supply about 25 to 30 per cent of the total diet calories in the form 


of fat. Larger amounts are not known to serve any additional useful 
purpose except perhaps under certain circumstances of stress, such as 
very low environmental temperatures. The use of excessive amounts 
of fats under usual conditions seems unwise in the light of present 
knowledge. 

The major question is, however, does too much fat, or do certat 
kinds of fats, hasten the development of chronic degenerative blood 
vessel disease and atherosclerosis? This latter question and our in 
ability to supply a satisfactory answer is probably the chief cause fo 
accelerated research on the fat question. Only recently, questions 


about the importance of interrelationships of fats have been asked 


Attention has been focused on linoleic, linolenic and arachidonk 
acids because these polyunsaturated fatty acids are essential in the 
diets of certain animals. They may also be essential in the diet of man 


although not all research workers are convinced of this 


Kinsell demonstrated that elevated blood cholesterol levels in man 
can be lowered by including in the diet oils which are rich in linolei 
acid. Some but not all oils of plant origin are rich sources of linolet 
acid. Included among these are safflower, corn, cottonseed, soya and 
peanut oils. Hydrogenation of these oils changes linoleic acid into 
oleic acid and stearic acid and to some degree alters the structure of 
the unsaturated fatty acids. By this procedure unsaturated fatty acids 
may be converted into saturated fatty acids. There are also chemical 
changes that take place in frying fats when they are overheated 


1 
il 


repeatedly heated or heated over too long a period of time whic 
probably lower the linoleic acid content. Research is rapidly suggest 
ing other ways of reducing the blood cholesterol levels, in addition t 
the use of linoleic acid-rich oils. These include the use of nicotinic acid. 
lecithin, low fat diets and fasting. 
It has been widely assumed that lowering blood cholesterol 

patients with elevated levels of cholesterol (hypercholesterolemia) is 
a desirable therapeutic procedure, but evidence that this procedure ir 


itself exerts a favorable effect on chronic blood-vessel disease has not 
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been demonstrated to date. However, it is well to understand the 
position of the physician who is called upon to treat the patient with 
chronic vascular heart disease and is faced with the necessity of action 
even though the scientific tools available to him are few. Well- 
informed physicians, therefore, often will try unproven but harmless 
therapeutic procedures in the hope of bettering the patient’s condition 
Hence, many will use cholesterol-lowering procedures with full knowl 
edge that they are not specifics. This most certainly is the physician's 
prerogatiy 2. 

Much time and effort is presently being directed to the develop 
ment of analytical methods to assist in the further study of the 
composition of fats and their metabolism in the human body. The 
development of gas chromatographic methods for the study of fats 
gives high promise that this amazingly sharp new tool will assist in 
extending our knowledge, not only of fat composition and metabolism 


but its relation to lipid deposits in the walls of blood vessels 


During the past year, statements concerning the significance of 
research in the field of dietary fats have been sponsored by the Council 
on Foods and Nutrition of the American Medical Association, the 
Committee on Nutrition of the American Heart Association, the 
United States Department of Agriculture, the Food and Nutritior 
Board of the National Research Council, and others. Independently 
developed statements of group opinion regarding the significance of 
information are the privilege and the duty of authoritative scientifi 
groups, and are most helpful 

In a report prepared for the council on foods and nutrition (1957 
W. H. Griffith said 

Whether or not dietary fat is, in some fashion 


proved. In the meantime ne mav recommend 
to attain and maintain optimum body weight and the 
containing adequate amounts of those foods, including 


and by experiment to have special nutritive value 


The wisdom accumulated on the basis of thousands of vears 


trial and error by the human race, plus that accumulated as the result 


of modern scientific research indicates, for the individual, the useful 
ness of the following rules 

(1) Eat a variety of wholesome foods from each of the following 
food groups: cereals and cereal products; vegetables, including leaf, 


green and yellow; fruits, including especially citrus or tomato and 
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other vitamin C-rich fruits; milk and milk products ; and meats, includ 


ing fish, poultry, eggs or acceptable plant-protein substitutes 


$y selecting a variety of foods as outlined by authoritative groups 
such as the Human Nutrition Research Division of the United States 
Department of Agriculture, the diet will be wholesome and balanced 
in respect to nutrient content, including fats and vitamins. It 1s con 
servatively estimated that when 25 or possibly 30 per cent of fuel 
calories come from dietary fats, the normal lipid requirements will 
be met 

(2) Eat moderately ; let the total calories become fewer and fewer 
as physical activity diminishes with age 


> 


(3) Take exercise appropriate to age 
(4) Relax, and do not let incomplete segments of research and 
unwarranted conclusions cause the abandonment of long-established 


eating patterns 
2 


Some Implications 

It is true for industry, as it is for the individual, that incomplet 
segments of research and unwarranted claims should not cause the 
abandonment of basic philosophies concerning food preparation and 
use which have proven useful over long periods of time 

Current research has not shaken the concept that the good diet 
consists of a variety of wholesome foods and that such a diet can sup 
ply all needed nutrients in amounts sufficient to maintain nutritional 
health 

It is true, indeed, that current research is expanding our know! 


edge concerning the role of specific fatty acids, the amounts required 


and their interrelationships with other nutrients. Nevertheless, it may 


be assumed that a balanced diet with respect to fat will be supplied 
by eating a variety of wholesome foods from both animal and 
vegetable sources 

Since agriculture and the food industry are intimately concerned 
with a prime factor in the health of people, it is essential to consider 
gravely any change in a product that upsets the nutritive contribution 
of the basic eating patterns that have furnished the nutritional environ 
ment in which our civilization has developed. Unguided technology 


can be dangerous. [The End] 





THE LEGAL STATUS OF VEGETABLE FATS IN 


Frozen Desserts 





Mr. Caspar—a 1957-1958 Food Law Institute Fellow at New York Uni- 
versity—Examines the ‘‘Mellorine’’ Problem Confronting the Frozen- 
Dairy-Products Industry, and Offers Suggestions Toward a Solution 


N MARCH 26, 1958, pursuant to Sections 401 and 701 of the 

Federal Food, Drug, and Cosmetic Act,’ the Food and Drug 
Administration announced proposed definitions and standards of iden 
tity for frozen desserts.* The Federal Register of that date, in 19 terse 
pages, summarizes a record of over 22,500 pages made during hearings 
extending over 17 years. Begun on January 5, 1942, pursuant to 
1 


notices published in the Federal Register during November, 1941,* they 


ran until April 21, 1942; however, promulgation of proposed defini 
tions and standards was deferred, due to shortages of materials 
occasioned by the advent of World War II. The hearings were re 
sumed in 1951,4 and, after an additional postponement,® the record 


was closed on December 31, 1952. 


Included as “frozen desserts” were ice cream, frozen custard 
(French ice cream), sherbet, water ices and ice milk. Not standardized, 
and practically unnoted, was a product called “mellorine” ; in fact, the 


only mention of it was made in Finding of Fact 72, which stated 


There was a limited amount of testimony showing that in 

of the country there were being sold frozen products resembling ix 
in taste and appearance but differing from ice cream in that instead 

fat they contained a vegetable fat. Such products were 
names. No proposal was made to include vegetable fats as optional ingredients 
of ice cream or to adopt a definition and standard of identity for frozen foo 
resembling ice cream but in which a vegetable fat was used instead of milk fat 
(R. 10339-10341, 10348, 10350, 21411, 21416-21417, 21419-21428, 21487-21489.) 
152 Stat. 1046, 1055 (1938), 21 USC Secs Federal Register 5112 (1951) 
341, 371 (1952) 5 Federal Register 7338 (1951) 

2 93 Federal Register 1991-2010 (1958) ¢; Federal Register 2000 (1958) 

36 Federal Register 5574. 5888 (1941) 





By GEORGE J. CASPAR 





“Mellorine” is the primary fanciful term that has been used ‘ in 
an attempt to create a new and generic name signifying in the minds 
of the public a vegetable fat frozen dessert product. Like filled milk 
it is manufactured from milk which has had the butterfat removed 
through skimming, substituting for it a vegetable fat. The resulting 
product looks and tastes like ice cream, is manufactured exactly as is 
ice cream, and is composed of identical ingredients except that it 
contains vegetable fat instead of milk fat. While this product is rela 
tively new to this country, it has been sold for years in England and 


throughout Europe 


\s a wholesome and nutritious product, mellorine cannot be 
tioned. Comparing it nutritionally to ice cream, it is. difficult, 
impossible, to show any advantage of milk fat over vegetable fats 
now that the latter can be fortified by the addition of vitamins which 
are not naturally present. Indeed, recent theories concerning the 


cause of some heart ailments by saturated fats might indicate that 


mellorine is a better product, healthwise, for many people 


The economic aspects of mellorine are apparent. Since vegetable 


fats are much cheaper than butterfat (about 25 cents a pound as 
opposed to $1 a pound), mellorine can undersel 


l ice cream substan 
tially. The price differential is not as pronounced as between butte 
and oleomargarine, however, since ice cream contains only 10 per cent 
fat as compared to butter’s 80 per cent 

This term is now being used in six 


states Alabama Arkansas Louisiana 
Oklahoma, Oregon and Texas 





1958 
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At present a mellorine product is being sold in one fourth of the 


states,* with a production in 1957 of about 31,715,000 gallons. This 
product is estimated to represent 17.5 per cent of the average process- 


or’s total frozen-dessert output in those states where allowed.° 


\s indicated, there has been an attempt to subsume vegetable 


fat frozen desserts under the name “mellorine.” As soon as the publi 


generally recognizes the term “mellorine” as representing a vegetable 


fat frozen dessert (in contrast to representing the product of a par 
ticular manufacturer), it will have become generic. Then the argu 
ment can be advanced that mellorine is not an imitation of ice cream 
but a unique product in itself. This is, to a great extent, what a half 
century's use of “oleomargarine” wrought. For convenience “mello 
rine’ will be used throughout this paper to signify a vegetable fat 
frozen dessert. 

The establishment of a new and generic product would seem to 
be in conformity with the apparent general feeling of the dairy 
industry that while it must meet legitimate competition, it has at the 
same time the right to expect that substitutes and imitation products 
be presented to consumers for what they are.’® Conflict arises whe 
the antagonists try to define the term “for what they are.” The unoffi 
cial opinion of FDA seems to be that the use of vegetable fat in a 
frozen dessert is inherently deceptive even if the public is advised of 
the fact. This is based upon the assumption that most people still 
would not know how much vegetable fat was present or would con 
sider the product basically an ice cream.'' Others maintain that by 
not calling the product ice cream and by labeling it “Mellorine, A 


Vegetable Fat Product” the product is being sold for what it is 

The International Association of Ice Cream Manufacturers took 
the position as early as 1952 that 

(1) The integrity of ice cream must be maintained by the exclu 


sion of all fats and oils which are foreign to it 


(2) Where such a product may legally be sold, adequate provi 


nN 


sions governing packages and servings, sufficient to inform the co 


sumers of its true identity, must be required. 


® Alabama, Arkansas, California, Illinois ” Findlen Some Findings on Imitatior 
Louisiana Missouri Montana Nevada Dairy Foods Ice Cream Field. July. 1954 
Oklahoma, Oregon, South Carolina and pp. 58-59 
Texas "Ice cream standards hearing record 
* Ice Cream Field, February, 1958, pp. 54 (1951), p. 21,487 


69 
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(3) Suitable regulations governing labeling and advertising of 


this product, which are designed to prevent confusion with ice cream 


ind other dairy products, should be adopted and enforced.’ 


It should be noted that many of the individual manufacturers of 
ce cream, paradoxically, are not in the fight against mellorine since 
this product, as opposed to oleomargarine, is being manufactured tu 
lairy plants and sold through the regular ice-cream distribution chan 
els. This fact would seem to preclude an argument, similar to the 
ne put forth by the dairy industry in the butter-oleomargarine fight 
that the industry would be subjected to other interests’ putting out 

inferior product and destroying the reputation built up by ice 
ream. The real parties in interest in this conflict are the dairy-farmer 

terests, such as the National Milk Producers Federation, who stand 


ise through decreased use of butterfat 
United States Department of Agriculture, which 
expected to take a strong position, has remained noncom 
Since it must maintain price supports of both butterfat and 


le oils, a lower demand for either might affect the support 


~ 


gram. Hence, USDA is caught in the middle and has refrained 


introduction, the legal status of ‘llo 
law will be discussed. The effect of the re: 
itions and Standards of Identity for Frozen Desserts’ 


productior and sale of mellorine will 


Status Under Federal Law 
The four principal dairy products (milk, cheese, butter and ice 
ream) are processed or manufactured with milk as the basic ingredi 
nt. Since milk can be skimmed, each of these products is capable of 


i “filled,” that is, of having vegetable fat substituted for the milk 


Filled Milk —Filled milk, through the Federal Filled Milk Act 
been declared by Congress to be both adulterated and a fraud upor 
public, and it has been absolutely prohibited in interstate com 


e. This prohibition has been upheld by the Supreme Court on 


14 
occasions 


directors of IAICM release i | : t ‘arolene Products Company, 
reprinted in Jce Cream Trade 304 | s 1937) Carolene Products 
nal. July. 1952. p. 21 Company U. §., 323 U. S. 18 (1944) 
> Stat. 1486, 1487 (1923). 2 SC Secs 
5059) 
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Filled Cheese Filled cheese, through the Federal Filled Cheese 
\ct,® is taxed and strictly regulated. Although this product is not 
forbidden in interstate commerce, it is classed (along with oleomar 
garine) with such things as opium, white phosphorus matches and 
adulterated butter as products which subject the producer thereof 
surveillance by officers of the Treasury Department \t present 
there is little traffic in filled cheese in the United States 

Oleomargarine.—The best-known and most widely sold of thes¢ 


filled products is oleomargarine. It has had a long and dramatic his 


tory in this country and is now authorized, defined and regulated by 


the Oleomargarine Act of 1950.'* This act, which has been said to 
proceed the farthest in federal regulation of intrastate commerce, 
states in Section 3(a) 

The Congress hereby finds and declares that the sal 


public eating places, of colored oleomargarine or colored mar 


lear identification as such or which is otherwise adulterated 
within the meaning of the Federal Food, Drug, and Cosmeti 
the market in interstate commerce for butter and for oleomargarin 


clearly identified and neither adulterated nor misbranded, and constitutes ¢ 


interstate commerce in such articles. Such burden exists, 1 


fot 


jarine r margarine rigqmates from an interstate 
h it ts sold. [Italics supplied.] 
Thus, three of the four dairy products which are capable of being 


filled are controlled by specific federal enactments 


Vellorine We now turn to a consideration of the remaining 
product, filled ice cream or mellorine. Its legal status involves four 
happenings of recent vintage 

On April 6, 1950, FDA issued a statement of general policy to the 
effect that it regarded a product like mellorine as: 


adulterated within the meaning of the Federal Food, Drug 
Act, and therefore subject to action under the law 
Section 402(b)(2) of the federal Act’® states that a food shail 
be deemed to be adulterated “if any substance has been substituted 
wholly or in part therefor ....” It was this definition of adultera 
tion thet was relied upon by FDA in its policy statement. 
In 1951, the controversial /mitation Jam case 7° was decided by the 
Supreme Court. This case held that a product labeled “Imitation Jam” 
“Internal Revenue Code of 1954, Secs ” 52 Stat. 1046 (1938). 21 USC Sec. 342 
4831-4846, 7236, 7266, 7303, 7641 (1952) 
% 1954 Code Sec. 7641 * 62 Cases of Jam v. I S.. CCH Food 
"764 Stat. 20 (1950), 21 USC Sec. H7 Drug Cosmetic Law Reports { 7193, 34( 
(1952) U.S. 593 (1951) 


*% Statement of General Policy 3.18, 15 
Federal Register 2082 (1950) 
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could legally be sold though it failed to meet the standard that had 
been established for jam. The product in question contained less than 
the required 45 parts of fruit. Fruit was, as is fat in a frozen dessert, 
the most expensive ingredient. However, this case involved merely a 
diminution of the most expensive ingredient, and not the total replace 
ment of it by a cheaper ingredient. Also, it is apparent that no at 
tempt had been made to establish a “new and generic” product. This 
was jam, albeit inferior jam. It is submitted that the mellorine situa 
tion is somewhat different. Here there is no partial substitution of the 
expensive ingredient, but a total replacement. Also, as has been indi 
cated, an honest attempt is being made, in most cases, to establish an 


identity for mellorine as a product independent from ice cream 


Nevertheless, the /mitation Jam case provoked a change in policy 


as to vegetable fats in frozen desserts. On April 18, 1955, FDA issued 


a new statement of policy reading 


Use of vegetable fat in products which are imitations 
a product is now regarded as an imitation of ice cream, 
the provision of the Federal Food, Drug, and Cosmet 
label to bear the name “Imitation Ice Cream,” 


a fanciful designation is used.™ 


Thus, the present status of mellorine in interstate commerce 
the eyes of FDA, is that it is not adulterated and may be shipped if 
labeled as “imitation ice cream.” 


The only federal decision dealing directly with a mellorine product 
was the Chil-Zert case,** decided in 1953. The decision was rendered 
after the /mitation Jam case but prior to the time that FDA changed 
its statement of policy. It involved a mellorine product resembling 
chocolate ice cream. Soy fat had been substituted for milk fat. The 
court, admitting that no deception had been practiced in the labeling, 


noted that the package contained the following statements 


Rich’s Chocolate Chil-Zert 

The Delicious New Frozen Dessert 
Not an Ice Cream 

Contains No Milk or Milk Fat 


legal! 
iegai 


The claimant in this seizure action argued that, absent a 
standard for chocolate ice cream, there could be no question of whethe1 


the product was an imitation of ice cream. The court rejected this 


‘Statement of General Policy 3.39, 20 21 S. t 51 Cases. More or Leas 
Federal Register 2687 (1955) of Chocolate Chil-Zert, CCH Food Drug 
Cosmetic Law Reports * 7272, 114 F. Supp 
430 (DC N. Y 1953) 
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contention by stating that the Food, Drug, and Cosmetic Act makes 
no distinction, in the imitation section,?* between standardized and 
nonstandardized products. It found that Chil-Zert was an imitation 


of ice cream, by applying the following reasoning 


Che word [imitation] connotes inferiority in 
cheapened by the substitution of ingredients. Resemblance alone is not enough 
to constitute mmitation It would seem that imitation is tested not by 
+h 


the presence or absence of any one element of similarity, but rather by e 


effect of a composite of all such elements.“ 
\pplying this reasoning to the product at hand the court found 


As indicated above, Chil-Zert is identical with ice cream in its method 
of manufacture, packaging and sale It is similar in taste, appearance, color, 
texture, body and melting qualities It has identical uses; its composition 


, 
heaper ingredient; namely 


differs only from ice cream in the substitution of a « 


vegetable oil in place of milk products It is, therefore, something 


the genuine article chocolate ice cream It is inescapable that tl 


understanding of English speech would denominate it as an imitation of ice cream.™ 

It is submitted that the allowance by the Food and Drug Admin 
istration of mellorine in interstate commerce as “imitation ice cream” 
under the reasoning of the /mitation Jam case is unsound. This deci 
sion was concerned with a product containing less than the standard 
ized amount of the most expensive ingredient. Ice milk, a product 
for which a federal standard was included,*" would seem to be the 
type of product considered in the Jam case, as it conforms to ice 
cream in all respects except that it contains /ess butterfat In fact 
ice milk has been required to be sold as “imitation ice cream” in many 
states while being prohibited in others.** While finding that such a 
product was easily mistaken for ice cream, it was concluded 


the likelihood of correcting abuses in the sale of low-fat frozen pr 


sembling ice cream by failing to adopt a standard for ice milk under the 


Food, Drug, and Cosmetic Act is remote The interest of consumers 


better served by giving the accurately descriptive name “ice milk” 


‘ 


If the public interest is better served by the giving of an accu 


rately descriptive name in this case, it would also seem to be better 


%52 Stat 1047 (1938) 21 USC Sec * See 23 Federal Register 2009 (1958) 
343(c) (1952) 7 Ice milk has been defined to include 
* Case cited at footnote 22, at p. 432 from 2 per cent to 7 per cent of butterfat 
*% The same reasoning has been applied as opposed to ice cream's minimum of 10 
to filled milk. See Carolene Products Com per cent 
pany v. U. S., cited at footnote 14; U. 8 * Finding of Fact 50, 23 Federal Regis 
v. Carolene Products Company, 104 F. (2d) ter 1998 (1958) 
969 (CCA-7, 1939) 
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served by referring to mellorine not as “imitation ice cream,” but as 
“mellorine, a vegetable fat frozen dessert.’ 

Before passing on to the status of mellorine under state law, it 
should be mentioned that the so-called “economic adulteration” cases,” 
which are concerned with the passing-off of a product as one better 
than it actually is, do not apply to our problem as long as there is no 
proof of deception and confusion of the public. It shall be assumed 
throughout this paper that mellorine has been labeled to avoid this 
problem. 


Status Under State Law 


Legislation affecting mellorine has been enacted in most of the 
states. At present, a mellorine product is permitted in 12 states,” 
although the name and label under which it may be sold vary. In 
the remaining 36 states, which prohibit its sale, there is little uniform 
ity in the manner in which the prohibition is effected. There follows 
a summary of the different ways the various states have dealt with 
mellorine: 

States Permitting Mellorine Product.*"—Of the states permitting 
such a product there is variation in the labeling requirements as 
follows: 

Vumber 
Required Labelin 
‘Mellorine” 
‘Imitation Ice Cream” 
“Vegetable Fat Dessert” ™ 
“Frozen Vegetable Fat Product” * 
“Frozen Dessert—A Vegetable Oil Product” * l 


12 


The manner in which mellorine products have been permitted 


and regulated also varies in these 12 states 


*See U. S. v. Two Bags, Each Contain- (1957): Oklahoma Statutes Annotated, Tit 
ing 110 Pounds Poppy Seeds, 147 F. (2d) 2, Secs. 7-101(i)—7-101(j), 7-104 (Supp 
123 (CCA-6. 1945): I S. v. && Cases, More 1956) Oregon Revised Statutes 
or Less, Containing ‘‘Bireley’s Orange Bev- 621.310(2) 621.325(3) 621.352 
erage,”’ CCH Food Drug Cosmetic Law (1955): Texas Civil Statutes, Secs 
Reports ‘ 7199 i87 F (2d) 967 (CA-3 4466 (Vernon. 1951). Texas Penal Code 
1951) notated, Sec. 708 (Vernon, 1948) 

” See footnote 8 “California Code Annotated Agricul 

* Louisiana also permits Olarine a ture, Secs. 576-583 (West, 1954): Missouri 
vegetable fat ice milk and ‘Sherine, a and Nevada 
vegetable fat sherbet (Louisiana Sanitary ‘Tilinois Annotated Statutes, Ch. 56 
Code, Ch. 25, Secs. 15, 19 (1957)) Secs. 257-271 (Smith-Hurd Supp., 1957) 

% Alabama Code, Tit. 2, Sec. 415(10)-(19) * Montana Revised Code Sec. 3-2483 
(Supp., 1956): Arkansas Statutes Anno- (1957) 
tated. Sec. 82-912(D)(10) ‘(Supp., 1957) *South Carolina Code of Laws, Secs 
Louisiana Sanitary Code, Ch. 25, Secs. 1-19 32-1716—32-1716.5 (Supp., 1957) 
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Number of 
Manner of Permission and Requlation States 


Defined, authorized and regulated by statute” d 

Defined, authorized and regulated by regulations of departments of 
health * 

Authorized and regulated by statute, but containing no definition * 

Not recognized by law and never given official approval by any agency 


w 


of the state, but sold as “imitation ice cream.” 
2 

It is significant to note that state law is consistent with federal 

law only in California, Missouri and Nevada, where mellorine must 

be labeled as “imitation ice cream.” Since the only common border 

among the three is the California-Nevada line, that is the only point 

where interstate commerce in this product is economically feasible. 

States Not Permitting Mellorine Product.—In the states which do 

not allow a mellorine product to be sold, there is again much diversity, 

as to the manner in which the product is prohibited. Many of the 

provisions used by the various states do not appear to be sufficiently 

broad to cover mellorine if it should become generic and, hence, not 

an imitation of ice cream or any dairy product. The following eight 
ways have been devised or used to prohibit such a product: 

(1) By passage of special filled-dairy-products acts (Kansas, 

New Mexico, North Dakota, South Dakota and Washington).*! These 


enactments are derived from a model fiiled-dairy-products act which 


was drafted by the National Association of Ice Cream Manufacturers 


This act defines a filled dairy product as: 


any milk, cream, or skimmed milk, or any combination thereof, whether or not 
condensed, evaporated, concentrated, frozen, powdered, dried or dessicated, or 
iny food product made or manufactured therefrom, to which has been added, 
x which has been blended or compounded with, any fat or oil other than milk 
fat so that the resulting product is in imitation or semblance of any dairy 
product, including but not limited to milk, cream, sour cream, butter cream, 
skimmed milk, ice cream, whipped cream, flavored milk or skim milk drink, 


* Alabama Code, Tit. 2, Sec. 415(10)-(19) 4465a-4466 (Vernon 1951) Texas Penal 
(Supp., 1956): Arkansas Statutes Anno- Code Annotated, Sec. 708 (Vernon, 1948) 
tated, Sec. 82-912(D)(10) (Supp 1957) : ” Montana Revised Code Sec 3-2483 
California Code Annotated Agriculture (1957) 
Secs. 576-583 (West, 1954): Illinois Anio- “Cf. Missouri Annotated Statutes, Secs 
tated Statutes, Ch. 56%, Secs. 257-271 196.851, 196.856.7 (Vernon Supp 1957) 
(Smith-Hurd Supp., 1957); Oklahoma Stat- Nevada Revised Statutes, Secs. 584.010 
utes Annotated, Tit. 2, Secs. 7-101(i) 584.025, 584.050 (1957) 
7-101(j), 7-104 (Supp., 1956): Oregon Re- " Kansas General Statutes, Secs. 65-725 
vised Statutes, Secs. 621.310(2), 621.325(3), 65-732 (Corrick Supv., 1953): New Mexico 
621.352, 621.357 (1955) South Carolina Statutes, Secs 52-2-5—52-2-10 (1953) 
Code of Laws, Secs. 32-1716—32-1716.5 North Dakota Revised Code, Secs. 4-18B01 
(Supp., 1957) 4-18B05 (Supp., 1953): South Dakota Code 
* Louisiana Sanitary Code, Ch. 25, Secs Secs 22.05A01-22.05A06 (Supp., 1952) 
1-19 (1957): Texas Civil Statutes, Secs Washington Revised Code. Sec. 15.38.010 
(1957) 
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dried or powdered milk, cheese, cream cheese, cf P he se, creamec¢ 
cheese, ice cream mix, sherbet, condensed milk, evaporated milk 
trated milk 


The act makes it unlawful for any person to 


ll, I 


manutacture, sé exchange, transport, possess, 
' 
i 


any filled dairy product 


As can be noted, although the coverage of the act was designed 
to be extremely broad, it still has included the requirement that the 
resulting product be in imitation or semblance of any dairy pr 
While mellorine contains milk products and can be considered ar 
imitation of a dairy product at this time, it might, at a later date 
acquire uniqueness. Thus it would not be considered an imitatior 
of any product and would not fit within this definition of a filled dairy 


product 


(2) By dec laring “fille d dairy products” to be unlaw ful {4 olorado ) 


‘ 


Without a definition for filled dairy products this provision would be 
subject to the same danger as is the elaborately defined product 


desc ribed abi ve 


} 


3) By prohibiting any fat other than milk fat in certain classes 


of products: ** in any dairy product (Arizona);** in any ice crean 


(Georgia, lowa, Kentucky, New Hampshire and New Jersey) ; *° in any 


ice cream if in imitation or semblance of a dairy product (Vermont) : 
in any frozen dairy products (Maine);* in any imitation ice crean 


in anv frozen dairy food or frozen sweetened product mad: 


48 


( Michigan ) ; 
in semblance of such frozen dairy food (Utah); in any food which 
purports to be ice cream (Wisconsin) These provisions, involving 
the laws of some ten states, are all assailable on the ground that the 
classifications would not include mellorine at such time as it should 
become generic. For example, if mellorine attains the status and gen 
eral recognition that oleomargarine has attained, it no longer would 


be considered in imitation of ice cream any more than oleomargarine 


“Colorado Revised Statutes, Ch Sec (1949) Kentucky Revised Statutes Anno 
8-26 (1953) tated, Sec. 217.020(6) (Baldwin, 1955): New 

“In addition to prohibiting any fat other Hampshire Revised Statutes Annotated 
than milk fat, the following state laws also Se 184:42 (1955) New Jersey Statutes 
declare that a product containing a pro- Annotated. Sec. 24:10-66 (Supp., 1957) 
hibited fat will be deemed adulterated “Vermont Laws, Act 145 (1953) 
Georgia Code Annotated, Sec $2-512(2) “ Maine Revised Statutes, Ch. 32 
(1957): Kentucky Revised Statutes Anno- 287 (1954) 
tated Sec 217.020(6) (Baldwin 1955) “Michigan Statutes Annotated 
Pennsylvania Statutes Annotated, Tit. 31 12.782(k), 12.783(e) (1951) 
Sec. 409 (Purdon, 1949); Utah Code Anno- "Utah Code Annotated Sec 
tated, Sec. 4-21-1 (1953) (1953) 

“Arizona Revised Statutes Annotated “Wisconsin Statutes Annotated 
Sec. 3-630(A) (1956) 97.3911) (West, 1957 

® Georgia Code Annotated, Sec. 42-512(2) 
(1957): Iowa Code Annotated, Sec. 190.5 
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is generally thought today to be an imitation of butter. The provisions 
that follow, on the other hand, would seem to be sufficiently broad 
to cover mellorine even in such an instance: in any frozen desserts 


(Florida, Massachusetts, Mississippi and Ohio) ; * in any frozen dessert 


or tice cream (Rhode Island) ; *? in any frozen or partially frozen product 
made wholly or partly of milk, cream or a sweetening agent (Mary 
land) ;** in any frozen food (Minnesota); in any frozen sweetened 
product (Pennsylvania) 

(4) By prohibiting this product after having defined it as imita 
tion: ice cream (Maryland, Minnesota, Nebraska, New York, Ten 
nessee and Wyoming): frozen dessert (Massachusetts and Rhode 
Island) ;*°" ice cream or ice cream substitute (New Jersey and Penn 
sylvania). 


The continuing effectiveness of this type of prohibition would 
YI 


depend upon the definition of the imitation product’s being sufficiently 


broad to cover mellorine as a generic product 

(5) By prohibiting the sale of imitation ice cream without de 
fining it (Connecticut).°” Again, without a definition for imitation ice 
cream this provision will only be effective so long as mellorine is 
considered as being in imitation of ice cream 

(6) By defining this product as ice cream and requiring that ice 


cream must contain milk fat (Delaware). * Depending on the broadness 


be 


of the wording of the definition used, this method would seem to 
effective as a prohibition 
(7) By requiring that frozen products conform to existing stand 


ards (Idaho, Indiana and Pennsylvania).*' Essentially, this is the 


St Florida Statutes Annotated, Sec. 503.07 (1955): Wyoming Compiled Statutes, Sec 
(Supp 1957) Massachusetts Annotated 46-408 (1945) 
Laws, Ch. 94, Sec. 65(G), (L) (1954): Mis- ** Massachusetts Annotated Laws, Ch. 94 
sissippi Code Annotated, Sec. 4545-01(q) Sec. 65(G), (L) (1954): Rhode Island Gen 
(1957): Ohio Revised Code Annotated, Secs eral Laws, Secs. 21-9-12—21-9-14 (1956) 
3717.51(A), (G), 3717.52(E) (p. 1953) * New Jersey Statutes Annotated. Secs 
Rhode Island General Laws, Secs 24:10-63, 24:10-65—24:10-66, 24:10-92 (Supp 
21-9-12—21-9-14 (1956) 1957); Pennsylvania Statutes Annotated 
8} Maryland Annotated Code, Art 413 lag — 4108 (a) 109 (Purdor 
Secs. 192(g), 193(a) (1957) ; “Connecticut General Statutes Sec 
5 Minnesota Statutes Annotated, Secs 1578¢ (Supp., 1953) 
31.01(16), 31.25(2) (1946) ” Delaware Code Annotated, Tit. 16, Se 
®* Pennsylvania Statutes Annotated, Tit 41101(a) (1953) 
31. Secs. 407, 408(a), 409 (Purdon, 1949) “Idaho Code Annotated, Secs. 37-1201(1) 
“* Mary'!and Annotatec Code, Art 43 37-1202 (Supp 1957) Indiana Statutes 
Secs 192(g) 193(a) (1957) Minnesota Anrotated Sec 35-2512 (Burns 1949) 
Statutes Annotated, Secs. 31.01(16), 31.25 Pennsylvania Statutes Annotated, Tit. 31 
(2) (1946) Nebraska Revised Statutes Sec, 407 (Purdon. 1949) The Indiana pro- 
Secs. 81-218.10, 81-223 (1950): New York vision seems to be weak in that it provides 
Law Annotated. Book 2-B, Secs. 71(a)(8) if (1) made in imitation or semblance of 
7l(g) (McKinney, 1954): Tennessee Code ice cream, or (2) calculated or intended 
Annotated, Secs. 52-303(23)(h). 52-304(5) to be sold as ice cream or for ice cream 
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situation existing under federal law. However, as has been previously 
noted,” Sectior 403(c) of the federal Act as interpreted by the 
Imitation Jam case, allows the sale of nonconforming products if 
labeled “imitation.”” It is doubtful whether this reasoning would be 
followed in the states 


(8) By prohibiting such a product absent a standard set by a 


government official (Maine, North Carolina and Virginia).** At pres 


ent, none of these states has set a standard for mellorine and until 
one is established there is no prospect for the sale of such a product 
From the above investigation into the state laws prohibiting 
mellorine, it appears that although some 36 states ostensibly outlaw 
this product, and several of them use more than one means to attain 
this end, granted a sympathetic interpretation, mellorine could be 
allowed under many of these existing provisions. The possibility of 
such “sympathetic” treatment is likely to increase as mellorine achieves 
uniqueness. While it is true that as long as mellorine is prohibited 
within a state there is little possibilitv of its attaining such generic 
significance, the tremendous persuasive potential of modern mass 
advertising media should be carefully considered in this regard 


~ 


Power to Regulate or Prohibit Food Products 
The legislative attempts to regulate strictly, and in many cases 
prohibit, mellorine require an examination of the capacity of a state 
to control, under its police power, the manufacture and sale of goods 
In general the power to prohibit in the area of foods can be based 

on two grounds—as a measure to protect the public health 
measure to prevent fraud and deception on the consuming publi 
There is no question but that a state, as a health measure, would 
have the power to prohibit the sale of an adulterated food within tts 
borders without violating any of the provisions of the federal Cor 
stitution. However, once the area of fraud and deception is entered 
it would seem that, in a large majority of the circumstances, the 
desired objective could be obtained through regulation of the labeling 
advertising, manufacture and sale of the product. Where this is true 
absolute prohibition of the product appears to be a drastic step, and 
one which is open to objection as an unreasonable use of a state's 
police power. That this position has not always been accepted by 

the courts will be pointed out. 

See footnote 21 utes, Sec. 106-253 (1952); Virginia Code 


Maine Revised Statutes, Ch. 32, Sec Secs. 3-451.1—3-451.17 (Supp., 1956) 
292 (1954): North Carolina General Stat- 
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\nother rule frequently stated by the courts is that regulation 


or prohibition enacted to protect a select group from competition will 


not be sustained."** Although courts often articulate this principle, 1 


is questionable whether they have always followed it in practice 


In Hutchinson Ice Cream Company v. lowa,** the Supreme Court 


it an early date, upheld Iowa and Pennsylvania statutes setting stand 


the standard 


ards for ice cream and excluding products not meeting 
The Court regarded the enactments 


] 
Li 


from being called “ice cream.” 
as measures designed to prevent fraud and deception of the pub 
and declared that it would not be necessary to consider whether they 


were sustainable as health measures. It should be noted that these 


cases only involved products labeled as “ice cream,” the Court specifi 


cally refraining from deciding whether products not meeting the 
standard could be prohibited from being sold under another name 
This latter question has been raised in state courts on two occasions; ‘ 
in both cases the absolute prohibition was held to be in excess of the 
police power and a deprivation of the manufacturers’ and vendors 


liberty and property without due process of law. 


\nother line of cases, involving a problem which in many ways 


acts 


closely parallels the mellorine situation, concerns filled-milk 
These statutes have been held constitutional by the Supreme Court 
both as enacted by Congress “’ and by state legislatures,” as a valid 
exercise of the police power. In the case of these filled-milk acts there 
is a complete prohibition of the product with a legislative determina 


tion that the product is both adulterated and a fraud upon the publi 


In the first Carolene Products Company case the Federal Fille 
Milk Act was upheld on its face. At that time, filled milk lacked 


vitamins A and D, which are contained in the butterfat portion of 


milk. The Court found that there had been sufficient evidenc: 


; 


prohibit it in safeguarding the public health, noting that, like genuin 


evaporated milk, the product was being used extensively in the feeding 


‘ 


Jelke Company v. Emery, 193 Wis. 311 escape the hypocrisy of basing these pro 
214 N. W. 369 (1927) (butter substitut« hibitions on health and fraud 
prohibition): People v. Carolene Products 242 U. S. 153 (1916). aff 
Company, 345 Ill. 166, 177 N. E. 698 (1931) 147 N. W 195 (1914), and Crowl v. Com- 
(filed-milk prohibition) 3ut cf. Carolene missioner, 245 Pa. 554, 91 Atl. 922 (1914 
Products Company of Litchfield, Illinois 1 “ Rigbers v. Atlanta, 7 Ga. App. 411, 66 
Wallace, 27 F. Supp. 110 (DC D. of C S. E. 991 (1910): New Orleans v. Toca, 141 
1939), which includes as an additional rea- La. 551, 75 So. 238 (1917) 
son for justifying the prohibition of filled Cases cited at footnote 14 
milk the ‘‘forbidd[ing of] the competition * Hebe Company v. Shaw, 
of a cocoanut grove with the American (1919) 
cow.” Perhaps this court is trying to 


168 Iowa 1 


+84 


248 U. S. 297 
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of infants who require a diet high in vitamins A and D. In the second 
Carolene Products Company case, decided some seven years later, it was 
argued that the act was no longer applicable to Carolene’s filled milk 
since a method had been devised of adding the two vitamins which 
were previously lacking. The resulting product was a completely 
wholesome food and, it was contended, nutritionally equal to whol 
milk; thus, it could not be absolutely prohibited from the market. One: 
again, however, the Court found the Filled Milk Act to be a valid regu 
lation, this time hanging its hat on the finding by Congress that fraud 
was made easy due to the fact that filled milk was an “imitation” of 
actual evaporated milk.® 


Individual states have also passed filled-milk acts and, on severa 
occasions, these acts have come up for review before state suprem« 
courts, where they have met with mixed reaction. Some courts have 
upheld them over attacks based upon the due process clause of the 


Fourteenth Amendment,’ using the same arguments and reasoning 


used by the Supreme Court in the Carolene cases. On the other hand 


several state courts, accepting various arguments put forth by the 


filled-milk interests, have held the acts unconstitutional as an impropet 
use of the police power These decisions have been based upol the 


following rationales: (1) There was insufficient relationship betwee 
the public wrong and the remedy to justify absolute prohibition of 
wholesome and nutritious product.’' (2) The fact that there were a few 
instances of deception was not enough to justify absolute prohibitior 
(3) A state cannot, under the guise of its police power, pro 

group from ; ther.** (4) The acts cannot be upheld as health meas 


ures where they failed to differentiate between harmful and harmless 


foreign oils « fats.7* (5) The product Was not | n imitation 
semblance of milk (a requirement to fit within tl 
milk’) (6) There was no deception of the buying 


The legislature, by providing a conclusive presumption of a 


* See footnote 14 People v. Carolene F jucts Company 
cited at footnote 64 


'Carolene Products Company v. Harter 
329 Pa 49. 197 At 627 (1938) Carolene ‘Carolene Products om pany Thom 
Products Company 1 Mohler, 152 Kan. 2 son, cited at footnote 71 This same re 
102 Pac. (2d) 1044 (1940): Carolene Prod soning was used recently to find that 
ucts Company v. Hanrahan, 291 Ky. 417 milk-shake product was not in violatior 
164 S. W. (2d) 597 (1941): State v. Sage of the Pennsylvania ice cream law in Com 
Stores Company, 157 Kan. 622, 143 Pac monwealth v. Sun Ray Drug Company, 383 
(2d) 652 (1943) Pa. 1, 116 Atl. (2d) 833 (1955) 

'Carolene Products Company v. Thom- State Carolene Products Company 
son, 276 Mich. 172, 267 N. W. 608 (1936) 346 Mo. 1049, 144 S. W. (2d) 153 (1940) 

Carolene Products Company 1 Ban- Case cited at footnote 75, at p. 1062 
ning, 131 Neb. 429, 268 N. W. 313 (1936) 
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and fraud, had deprived filled-milk vendors of due process of law and 
the equal protection of the law, and furthermore had invaded the 
province of the judiciary.” 

Although the Supreme Court found little difficulty in sustaining 
the absolute prohibition of filled milk by a state, it has adopted a dif 
ferent attitude on several other occasions. In Schollenberger v. Penn 
sylvania** it stated the general rule that a state may regulate the 
introduction of margarine into its confines in order to insure its purity, 
but that it could not totally exclude a wholesome food product. The 
Court said: 

In the execution of it o} powers we admit tl 
such legislation as it may proper, even in reg 
commerce, tor the purpose of preventing fraud 
commodity and to the extent that it may be fairly necessary) 


duction or sale of an adulterated article withir 
carrvil out its purpo the Stat« annot abs 
within the State of an article of commerce like put 

This s2me reasoning is also found in the Shoddy case.*® a 
state statute had prohibited the use of shoddy (used rags and like 
material) in the making of comfortables on the grounds that it was 
both a health hazard, in that much of the material contained diseas¢ 
organisms at the time of collection, and a deception of the public. The 
Court stated: 


The business here involved is legitimate and useful: 
to all reasonable regulation, the absolute prohibition 
manutacture of comfortables is purely arbitrary and violat 
clause of the Fourteenth Amendment 

The Court had previously found that the act could not be sustained 
as a health measure, since the shoddy was sterilized prior to its use 
and this would destroy any organisms present. Neither could the act 
be upheld as a measure to prevent deception, since the Court felt that 
any deception could be avoided by adequate regulations. This de 
cision was argued to the Court in the filled-milk cases, but was not 
considered to be determinative of the issues there However, as 
indicated above, its reasoning has been applied by state courts in 
declaring state filled-milk acts unconstitutional 

In a case involving a municipal enactment, New York adopted the 
same view In Good Humor Corporation v. City of New York *° th 


court of appeals declared invalid an ordinance passed by the New York 


City Council, prohibiting itinerant peddlers from using public streets 


™ Carolene Products Company v. Mc- *171 U.S. 1 (1898) 
Laughlin, 365 Ill. 62, 5 N. E. (2d) 447 ® Weaver v. Palmer, 270 U. S. 402 (1926) 
(1936) “” 290 N. Y. 312, 49 N. E. (2d) 153 (1943) 








VEGETABLE FATS IN FROZEN DESSERTS PAGE 317 


The court rejected the argument that evidence—showing that some of 
the peddlers were unclean, insolent and fraudulent, and that they 
impeded traffic—was sufficient to justify absolute prohibition instead 
of regulation. The court also found that the ordinance could not be 
supported solely for the purpose of preventing unfair competition by 
itinerant peddlers with storekeepers who had to pay rent and taxes. 

Thus it can be seen that the arguments against absolute prohibi 
tion have been effective in some cases where regulation could attain 
the desired ends Whether they would be accepted if a state pro 
hibition of mellorine were challenged before the Supreme Court 1s 
difficult to predict. However, whether or not the Court is concerned 
with such prohibitions as health safeguards or economic measures 
there would seem to be good reason for reluctance in sustaining such 
a drastic enactment in the case of mellorine, even though similar 


prohibitio1 S hav e been upheld in the case of filled mil 


Conflict Between State and Federal Law 


; 


\ remaining consideration in the mellorine situation is the effect 


of inconsistent and conflicting superior laws upon state enactments 


It has long been the rule that a state may not, under the guise 


g 
police power, impose burdens upon, or discriminate against, interstat 
commerce.*' In addition to this principle, the Supreme Court has als 
held that if federal and state legislation, existing upon the same sub 
ject, prescribe different rules, the state legislation must give way, as 
The test 


long as the subject is a proper one for federal legislation 
elucidated by the Court was 
[not] whether, in any particular case, operation 


utes, but whether their enforcement may expose a party 


Several cases arose immediately after the passage of the 1906 


Federal Food and Drugs Act,** involving inconsistent a1 


state legisla 1on 
In one of the first cases, District of Columbia v. Coburn,™* the Court 

of Appeals for the District of Columbia held that Section Seven of 
the 1906 Act * had superseded a local act of the district, permitting 
process butter 

= Brimmer l Rebman 138 | S 78 Se 7 de t in part Vv iulteratior 
(1890): Minnesota v. Barber, 136 U. S. 313 r food und read in article shall 
(1889) j t In the 

*2 Gulf, Colorado and Santa Fe Railway case sixth f it ynsists ir 
Company v. Hefley, 158 U. S. 98 (1895) ilthy, d 

’ Act of June 3, 1906, Ch. 3915, 34 Stat r i : mal r vegetable substance 
768 > 

“35 App. D. C. 324 (1910) 


« omposed 
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\s early as 1912 it was argued that, since the federal Act legislated 
on the matterjof labeling, the State of Indiana could not impose more 
stringent regulations controlling the same subject matter. In Savag 
Jones * officials of the federal government had considered a product 
called International Stock Food as a medicine and not a food within 
the meaning of the 1906 Act. Indiana had tried to regulate the prod 
uct as an animal feed, thus requiring the disclosure of its secret 


formula along with a statement of ingredients on the label 


On a petition to enjoin this disclosure, the Supreme Court treated 
the case as one in which the law of a state was claimed to be in cor 
travention of the Constitution, and considered its validity in light 
the federal enactment. After finding that the state regulation was 
valid method to prevent fraud, and both reasonable and not aimed at 
interstate commerce, the Court held that it did not conflict with the 
federal Act. This latter holding was based on the finding that Cor 


gress had limited its scope of prohibitions and had not included that 


which Indiana had prohibited. The Court observed that 


enumeration of the acts which constitute a 
as not included the failure to disclose the 
c mstances It is pre vided that the rt 


shall be deemed to be misbranded if the pack ige 
or device regarding it or the ingredients o1 


false or misleading ($8). But ti 
f leading 
plied ) 


(Italics suy 


The Court concluded by indicating that no inference would be 


made that Congress had intended to supersede the exercise by a stat 


of its police power merely because Congress had regulated and ocen 
pied a limited part of the field. A companion case, Standard Stock Food 
Company v. Wright,** was disposed of in a cursory manner by citing 
Savage v. Jones and stating again that the requirements of the stat 

statute—of Iowa in this case—were merely supplementary to, and 


not in conflict with, the federal enactment 


The next year, 1913, brought McDermott v. Wisconsin and an 
other attack, this time successful, on state regulation. This case in 
volved a joint regulation of the Secretaries of Agriculture, Treasury, 
and Commerce and Labor, issued under the 1906 Act, to the effect 

S. 501 (1912) 298 U.S. 115 (1913). accord, Corn Prod- 


S. 540 (1912) ucts Refining Company v. Weigle, 221 F 
988 (1915) 
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that the petitioner's product would not be misbranded if 
syrup with cane flavor.” Under the Wisconsin regulations this 

uct could be labeled only “glucose flavored with refiner’s syrup 
additional labeling could be present. In effect, this required a remova 
of the label conforming with the federal Act and the substitution 


the Wisconsin label before the product could be sold in that stat 


Che Court held the state regulation invalid as a burden on interstate 


commerce. Congress, it stated, had legislated for the benefit of th: 


ultimate consumer: thus, it meant that the label should remain on the 


package until it reached his hands. Savage v. Jones was distinguished 


on the ground that here, under the guise of its police power, Wiscons 


was burdening interstate commerce 


In both the Savage and the McDermott decisions, the Court recog 
nized that a state could regulate in a situation where the federal go 
ernment also regulated, even though its regulation might incidentall 
affect interstate commerce. However, the Court indicated 


following three conditions must be met: (1) the local 
~ 





must have a real relation to the suitable protection 
the state, (2) it must be reasonable in its requirements and (3 
not conflict with legislation enacted by Congress 


pursuant t 


stitutional authority 

Again, in Sligh v. Kirkwood,” the Supreme Court allowed a sta 
to regulate in a field allegedly taken over by the 1906 Act. Here 
was held that Florida could prohibit the exportation to other stat 
of green or immature fruit in order to protect the reputation of Flori 
fruit growers. The Court found that Section Seven of the 1906 Act *° di 
not cover this situation and, thus, that the State of Florida could a 
regulate in this area. The reasoning of Savage v. Jones, that the en 
ment was merely supplementary and not in conflict with federal 
was once again enunciated. 

Two New York decisions of more recent vintage are 
The first, Matter of Kress and Company v. Department of 
involved a license granted pursuant to a state act by a New 


health commissioner permitting the manufacture of ice cream in a ce 


lar in New York City. The city passed an ordinance absolutely fo 


bidding any manufacturing of ice cream in cellars. The court 


appeals invalidated the city’s action with these words 


* 237 U. S. 52 (1915) 


See language of S« 
footnote 85 





PAGE 320 FOOD DRUG COSMETIC LAW JOURNAL—MAY, 1958 


Che question presented then is, May the city on these facts forbid that which 
the State has specifically permitted? A municipality which is empowered to 
health regulations may, in spite of general regulations by the State, adopt 
tional regulations or requirements where there is a real distinction between 
city and other parts of the State They must be based upon special conditions 


existing in the city hat is no " ere 


It is interesting to note that the dissent in this case would have 
extended the reasoning of the Savage case even to this situation 


Here permission has been given by the State Commissioner 
merely removes the negative restriction prescribed by the State 
affirmative grant to the licensee. In other words, the State laws 
do not say, “If you secure the permission of the Commissioner, you may manu 
facture frozen dessert twhere;” but rather, “In view of t high degree of 
danger to the public | th occasioned by the manufacture of frozen desserts 
certainly you may not manufacture them in cellars without the Commissioner's 
approval in addition to whatever the appropriate local regulation 


contrary, may ordain.’ 

The other case, Kansas Packing Company v. City of 
involved a meat dealer in New York City who purchased 77 per cent 
of his corned beef briskets from producers outside of the state. The 
federal government had entered this field under the Meat Inspection 


Act through regulations promulgated by the Department of Agricul 


ture specifying that up to 20 per cent of curing solution could be 


pumped into the briskets. New York City passed an ordinance allow 
ing only 10 per cent of added solution. This court found the ordinance 
to be unconstitutional as an attempt by local authority to regulate a 
field of interstate commerce which had been appropriated by th 
federal government, stating that 


a State or mur icipal statute must fall if in terms or practica 


| 
it either conflicts with the Federal law or infringes on its policy 
ordinance does both. In terms it prohibits importation of a product wl 
received the imprimatur of approval from that authority. In practice it 
nugatory the inspections conducted by the Federal authority and effectu 
stitutes a different standard. Trading pursuant to the sanction thereby 
infringed upon to an extent that can render impossible rl 


fore unconstitutional and the plaintiff is entitled to a judgment 
This decision was modified on appeal ** to the extent that the 
ordinance was declared valid as to that part of the business activities 
(23 per cent) which were exclusively in intrastate commerce, that is 
those briskets which were bought and sold in New York. The deci 
sion, as modified, was then affirmed without opinion by the highest 
court of the state 
* 204 Misc. 1077. 127 N. Y. S U * 284 App. Div. 398, 131 N. Y. S. (2d) 


(1953) 351 (1954) 
™ 309 N. Y. 696. 128 N. E 411 (1954) 
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\pplicat on of the reasoning of these cases 1 
tion is difficult due to the confusion at the federal 
with the situation of federal standards having beet 
desserts, but with no provision for defining “mellorine 
time, FDA recognizes the product as “imitation ice 
state commerce. The soundness of this admit 
already been questioned. However, assumit 
in interstate commerce, the reasoning of the 


seems to imply that regulation of mellorine ha 


and that this will be true at least until standards 


been established by the federal government. Whether 


regulate 1! ides the power to prohibit has alreadv b 


Conclusions 

\s was pointed out earlier in this paper, of the four dairy products 
ice cream is the only one that Congress has not regulated by specifi 
enactment. In the case of other dairy products the use of vegetab! 
fats has either been prohibited (filled milk), or allowed but regulated 
strictly to insure against deception (filled cheese and oleomarg: 
In view of this concern of the federal government o\ 
it 1s indeed regrettable that the recent definitior 
identity for frozen desserts (an all-encompassing t 
standards for mellorine products. Mellorine is 


j 


frozen. Is it therefore an “imitation frozen 


the advent of ice milk, it 1s inexact to label it 


that term w: : 1 the Jam case Ss po 


is Tale 


there seems to be 


‘gulation in this are: 
I 


it well tur 


level if should be noted that. 
states in whi mellorine product is allowed 


regulated in accordance with the position take 


~ 


Association of Ice Cream Manufacturers 


1 


included prohibition of the sale of a 
factory-filled package, thus eliminatin 


~ 


304 U_ S. 144, 151 
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for which regulation against passing off would be more difficult 

Also included have been labeling requirements which prohibit the us 
of the word “cream” in any way ™ or the inference that mellorine is 

dairy product.” This type of regulation, in accord with the regulati: 

of the Federal Oleomargarine Act of 1950, would seem to be preferab! 
to labeling the product “imitation ice cream” or “not an ice cream 

From a deception standpoint, the latter designations may serve + 

to further deceive by fixing ice cream in the mind of the purchase: 
“Mellorine,” “Vegetable Fat Frozen Dessert,” and the like would 1 


seem subject to this complaint. Indeed, it appears that the use 


“mellorine’” would squarely fall within this language of Baltin 
Butterine Company v. Talmadge 

Distinctive means that which distinguishes it from anotl 
“Southerr 


the ordinary understanding comprehend the name 
distinctive? It certainly distinguishes it from creamery butter 


has been evident to the court, it distinguishes it 


in the world, and thus is a distinctive name 
It should also be remembered that in the /mitation Jam case tl 
Court pointed out that 


the name “imitation jam” at once connot precisely 
a different, an inferior preserve, not meeting the defined sj 
403(¢) was designed to protect the public from inferior for 
ard products but marketed under distinctive names.’ 

Mellorine is not an inferior product in the same sense that thi 
imitation jam is. In the latter, a lesser amount of the most valuable 
ingredient—fruit—was used, making the product substandard. In th 
case of mellorine, however, the same amount of fat (but a differe 
one) is used. This fat is nutritionally equal to, though less expensiy 
than, butterfat.’ It is questionable whether the /mitation Jam de 
sion might not be distinguished from a case involving mellorine eve 
though FDA has indicated in its statement of policy that mellorin 
falls within the rule of that case. An opinion was indicated by 
Associate Commissioner of FDA during the interval between th: 
Imitation Jam and Chil-Zert decisions to the effect that 


the Supreme Court in dealing with the imitation jam took into acco 


t—aint 


factors which might distinguish the case if a different product with a different 


set of facts in some particulars were involved.™ 


* Alabama, Arkansas, California, Illinois ™ Cited at footnote 20, at p. 600 
Oregon and South Carolina Cf. U. 8. v. Two Bags, Each Contain 
*™ Alabama, Arkansas, California, Oregon ing 110 Pounds Poppy Seeds, cited at foot 
South Carolina and Texas note 29 
” Alabama, Arkansas, California, Illinois ™ Harvey, ‘Imitation Dairy Products 
Montana, Oregon and South Carolina 8 Food Drug Cosmetic Law Journal 527 
m 32 F. (2d) 904, 911 (DC Ga 1929) 530 (August, 1953) 
aff'd, 37 F. (2d) 1014 (CCA-5, 1930) 
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In the same article the author raised questions whether a mellorine 
product, properly labeled, would “purport to be” ice cream within the 


scope of Section 403(g) and also whether it would be an inferior 


product if it did “purport to be” ice cream. 

Several cases have found filled dairy products not to be in imita 
tion or semblance of the dairy products they were allegedly imitating.’ 
The rationale of these decisions has been that the product was unique 


in itself *°> or that the resemblance was inherent in the articles them 
selves.’ The Baltimore Butterine case contained the following provoca 
tive language 
is it not true that “imitation” indicates something intentional rather 
incidental? It imports more than mere resemblance or similitude. If such be 
true, can any one conceive that the manufacturer of this product was intending 
to produce an imitation, when it was so named and described as to make that 
impossible ? 
there is no requirement of the law that a person must use either cream 

ery butter or go without any substitute therefor, provided the substitute was not 
sold so misbranded as to deceive or so adulterated as to injure. The purpose of 
this law, it must be remembered, is not to protect other industries, even thougl 
they be so important as the dairy industry, but it is to protect the consumers 
from deception or injury. If this be not the correct view, the state is committed 
to the use of creamery butter for all time for the purposes now used, and cannot 
use any substitute therefor derived from other sources, even though more eco 
nomical, more palatable, and more popular.™ 

This same reasoning, if valid, would also seem to apply to 
mellorine. It can be questioned whether the many to whom ice cream, 
because of its relatively high price, is still a luxury should have to go 
without because a lower-priced product is prohibited from the 
marketplace 

It is also doubtful whether there is any real need for separate 
regulation at both the federal and local levels. If mellorine is so 
adulterated and so deceptive as to require a special filled dairy-products 
act in Kansas, does the situation change once the Kansas-Missouri or 
Kansas-Oklahoma line is crossed? The frozen-dairy-products in 
dustry, unlike the milk industry, is no longer purely local. Interstate 
operations are economically desirable, yet we have the situation where 
some 45 states have laws inconsistent with the federal regulations 
concerning mellorine. 

‘For a recent coverage of the imitation 10 People 1 Simpson, Crawford Com 
problem see Hensel Dietary Version of a pany, 62 Misc. 240. 114 N. Y. S. 945 (1909) 
Standardized Food—Is It an Imitation?’’ 13 aff'd without opinion, 133 App. Div. 889 
Food Drug Cosmetic Law Journal 172 118 N. Y. S. 1131 (1909); People v. Guiton, 
(March, 1958) 210 N. Y. 1, 103 N. E. 773 (1913) 

™ State v. Carolene Products Company, ™ Cited at footnote 100, at p. 909 
cited at footnote 75: contra, U. 8. v. Caro- 


lene Products Company, cited at foot- 


note 25 
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If this problem can be approached objectively, it would seem that 


prohibition of mellorine cannot be sustained as a measure to protec 
the public health, as the product is both wholesome and nutritious 
nor can it realistically be sustained as a prevention of fraud and decep 
tion if the labeling is controlled to prevent this. Whether or not the 
courts are willing to admit it, the actual object of prohibitory statutes 
is the protection from competition of an interest which the state feels 


is important. If the state had this power, it would be able to prohibit 


mellorine as well as any other product threatening the economic well 
being of an interest it feels is sufficiently important. Since the publi 
policy of a state portrays the wishes of the people, and since thes 
wishes are affected by the public-relations efforts of manufacturers 


would seem that a determined effort on the part of such busit 


esses 


the most eftective weapon 1n he fight to legal 


as mellorine 


There has been a feeling in the dairy industry 
and prolonged margarine fight that the answer to 
through enaction of tive and prohibitory legi 
the detrimental ette of generating ill will Iso, 
emphasis from the butterfat portion of milk, on which 
milk has depended through the vears, to the solids 
discourages the use of such measures. This has beer 
different causes. First, butterfat is no longer considered 
nutritionally as it once was now that vitamins A and 
found to be better available in other components of the diet 
there has been a consumer trend away from high butt 
products due to diet consciousness and to nutritional fir 
greatest food value is in the nonfat portion « 


the recent allegations concerning the raising 


in the blood by saturated f: ave had their e 


Thus, a cry to realign the price structure of 
the solids-not-fat portion and de-emphasizing the 
has been heard f some time now.'® One of the 
realignment, it 1 would be a declining of the 
fat to the point where it would be in a better positior 


other fats. This, in the end, may be the solution to all of the proble: 
raised in this paper [The End] 
* Editorials to this effect are contained vember 1952 Pp 6 


in the following Holstein-Friesian World Cream World. October 
February 21 1953 Food Processing. No Milk, July. 1952 p. 2 





Precautionary Labeling 


of Hazardous Substances 


By JOHN D. CONNER and ROBERT L. ACKERLY 


This Paper Is Substantially in Accord with a Statement by Mr. Conner at 
the Recent New York State Bar Meeting. He Is Counsel for Chemical Spe- 
cialties Manufacturers Association; Both He and Mr. Ackerly Are in the 
Washington, D. C. Law Firm of Cummings, Sellers, Reeves, Conner & Kendall 


I nae CHEMICAL INDUSTRY has long recognized that there is 
a hiatus in the legislation regulating the labeling of hazardous 
household product \t the federal level, ther 

over the labeli y Of Sui h produc ts The lal ing t nsecticides 
fungicides, rodenticides and herbicides is regulated under the Fed 


eral Insecticide iwicide and Rodenticid tt @W7 US. Se 
tions 135 and following) lhe labeling of specified caustic products 
s regulated by the Federal Caustic Poisons 

101-409) Che deral Trade Commission has 


g of hazardous subst 


some control over the labelin 
5 of the Fe rade Commission Act 
Neverthele his leaves free 
household product 
hazard to the consumer ut ’ 
Chere is, nevertheless, a small percent: 
products that may present some degree 
’ | 
re The typ of oduct lat may 
legree ot poss ble hazard pre sented by tl 
The Chemical Specialties Manufacturers Assox 
of the manufacturers of many such products for household 
recognition of this problem established a precauti | 


mittee in 1952. This committee set about to develop a program of 


precautionary labeling of chemical products used in the household 


} > 
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It has worked in close conjunction with the Labels and Precautionary 


Information Committee of the Manufacturing Chemists Association 
and with the National Paint, Varnish and Lacquer Association. The 


first step in the program of this committee was to publish, in 1953, 


a study entitled Background Information for Preparing Warning Labels 
This publication set forth what it believed to be the basic principles 
which should guide the labeling of hazardous household substances 


\ number of states began to show an interest in this question 
of precautionary labeling at about the same time. The Public Health 
Department of the State of New York issued the first comprehensive 
set of regulations for labeling hazardous household substances in 1953 
Regulations governing the labeling of hazardous chemicals used in 
industrial plants have been adopted in several states, including New 
Jersey, Illinois, California, Oregon and the Territory of Hawaii. The 
Commonwealth of Massachusetts had adopted enabling legislation 
under which regulations have been issued relating to labeling of a 
list of chemicals for both industrial and household use 

The precautionary labeling committee recognized that there would 
soon be a wide diversity in the labeling requirements in the various 
states unless there was a general acceptance of a set of uniform prin 
ciples. Accordingly, the precautionary labeling committee undertook 
to develop a uniform hazardous substances labeling act. The pro 
posed uniform act prepared by the Chemical Specialties Manufac 
turers Association, working in close conjunction with the Manufacturing 
Chemists Association and the National Paint, Varnish and Lacquer 
\ssociation, was approved by the board of directors of the Chemical 
Specialties Manufacturers Association in 1957. 

Texas was the first state to approve a comprehensive hazardous 
household-substances labeling act. This law, enacted in 1957, is in 
substantial accord with the uniform act proposed by the Chemical 
Specialties Manufacturers Association. A law similar to the Texas 
act was adopted by Connecticut in 1957. Indiana and Kansas last 
year enacted a more limited type of legislation. The Kansas law takes 
the form of an enabling law permitting the board of health to adopt 


regulations covering the labeling of hazardous household substances. 


In 1957, proposed legislation was introduced in the United States 
Senate by Senator Prescott Bush (Republican, Connecticut) (S. 1900) 
and in the House of Representatives by Congressman Thomas B 


Curtis (Republican, Missouri) (H. R. 7388) and Congressman John 





PRECAUTIONARY LABELING 


Bell Williams (Democrat, Mississippi) (H. R. 9063) Each of 


three bills now pending in the United States Congress is in subst: 


~ 
1 


tial accord with the hazardous substances labeling act which has 
approved by the Chemical Specialties Manufacturers Associatior 


The bills pending in Congress, the Texas and Connecticut 


re 
which have been enacted, the Kansas and New York regulations 
the uniform bill proposed by the Chemical Specialties Manufactu 
Association are ali similar enough that they can be analyzed 


group The bills ‘fine a “hazardous substan , ‘ follows 


means any substar r mixture 
rrosive, (3) 1s al 
pressure throug! 
ther means, if h substance r mixture of substances 
personal injury r allt luring any customary 
imme or use 


The terms “‘t ” “corrosive,” “irritant,” “flammable” 


active’ are defined in the act The act contains a definition of 


son” which has been generally accepted by regulatory officials 


the industry as the best method of laboratory determination of 
poisonous qualities of a chemical substance The definition is 


same as that which has been adopted by the Pesticide Regula 


toxic” under the Federal Insecticide, Fungicide, an 


Section of the Department of Agriculture in defining the term “highly 


Rodenticide Act 
It has also been adopted in approximately 35 states which have eco 
nomic poison laws regulating the labeling of economic poisons ot 
pesticides. The definition is based upon laboratory animal experi 
ments, but includes a provision to the effect that experience witl 
human beings which might be different from that encountered witl 
laboratory animals would determine whether or not a specific sub 
stance is a poison. Substances coming within the poison definitior 
of the act are required to be labeled with the word “poison 


The label would be required to show 


(1) The name and address of the manufacturer or the perso 
for whom the product is manufactured. This requirement will prove 
helpful to physicians and state regulatory officials who find themselves 
in need of more information about the product. In the past it has 
been reported that in cases of accidents resulting from careless mis 
use of some of the products, physicians in some areas were not familia 
enough with the new chemicals to know the characteristics and the 
recommended treatment for such cases. With the name of the manu 


facturer or distributor on the label, the user and the medical profes 
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sion will know where to contact the company for additional 


on the product when necessary 


(2) The common or usual name or the chemical 


is not a common or usual name) or the recognized ge1 
not the trade name only—of the hazardous substance 


stance in the product which contributes substantially to 


This requirement again is for advice of physicians called 


cases of accidents resulting from use or, as has been the 
instances, careless or negligent misuse of the product 


(3) A signal word such as “danger,” ‘warning 


These three words have been used by the chemical 


the user to the fact that there may be hazarés in the use of the prod 


uct which the user should protect against and to attract the consume 


attention to the precautionary information which is on tl 


(4) When necessary, an affirmative statemet 
hazard or hazards in the product. This may be 
ard, a hazard from excessive inhalation of the \ 
hazard resulting from excessive contact « 


No product we are discussing is designed 


(5) A statement of the measures or actions 
avoided in the use of the product. In many instances 
ate statement of the hazard in the use of the product ca 
bined with a statement of the precautionary measures 
and a further statement of the measures to be followed 
will be superfluous Where, however, it is necessary t 
label sufficiently informative, a statement of the measures 


lowed or avoided should be sep irately stated 


(6) When necessary, a Statement 
case of contact or exposure Phis is a particularly 
ment because there is no unanimous agreement 
the proper first-aid treatment in the case of co 
to some types of chemicals. Such a statemet 
label only for those products where first-aid 
to prevent injury or to minimize injury 
not be stated in such a manner as possibly 
stitute for proper treatment by a physiciat 


(7) The word “poison” for at 


proposed legislation 


poisonous bv other provisions of the 


(Continued on page 331) 
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COMMENTS 





Thomas W. Christopher is associate dean and professor of law at Emory 
University, Atlanta, Georgia. 


Privity Statut \ 1957 Georgia statute apparently 


lability of food manufacturers to consumers. It reads 


Georgia alloy 1 suit | Vv a consumer against the manuta 

negligence or tort theory without a showing of privity 
course this is both customary in I: today and justified on the basis 
breach thereof. But this state apparently has 


varranty or on implied warranty where there 


to eliminate the privi requirement in 


as suits between the ultimate consumer and 

meerned. Approximately ; urd of the states 
court decision. But several questions re 

is worded, for example, it is doubtful if someone 

other than the ultimate consumer can claim this 

a retailer who buys from a wholesaler. A second 
vhether the ultimate consumer may, without privity 


‘r than the manufacturer—say the wholesaler 


listributor Manv labels sav “distributed bv” and 


(Continued on page 335) 


Supt See » 1 Pig &@ Whist Sandwich 
‘ompany tG pI 1 es I 2d 66S 
y g 

»oherts 


1940) 








The Scientists’ Forum 


By BERNARD L. OSER 


Director, Food and Drug Research Laboratories, 


S' CTION 301(;) of the Federal Food, Drug 
prohibits 
Che using by any person to his 
the Secretary or officers or employees of tl 
relevant in any judicial proceeding under 
inder authority of section 404, 505, 506, 507, 
cess Which asa trade secret is entitled to 
The scientific personnel of the Food and Drug Admini 
have rigorously observed the restrictions thus imposed and, if any 
thing, their conduct has been overzealous in this regard. The occa 
sions when a scrap of significant secret information has unconsciously 
or inadvertently been allowed to drop have indeed been few and far 
between, and are chargeable to human frailty rather than intent 
> - 
In at least one respect there would appear to be good reason for 
This has to do with the 


j 


lifting this obligation to respect trade secrets 
technical and scientific evidence in support of the safety of new drugs 
and of pesticide residue tolerances in foods. (Pending bills regulatin 

the use of food additives would likewise bind the FDA staff to secrecy. ) 
No standard or universally applicable tests exist whereby safety of 


these substances can be evaluated. Each product must be considered 


1 
tis 


independently with respect to its composition and use, and in relati 
to other products with similar chemical or toxicological properties 
To a considerable degree, human judgment and discretion are involved 
in these safety evaluations. 

Hence, it has been argued that the basis for reaching such de 
sions should be revealed. Scientific data establishing chemical iden 


tity or animal toxicity of new drugs, pesticides or food additives, on 
their use is permitted, should be in the public domain. They are not 
secrets in the sense that intentions to manufacture or distribute 


methods for accomplishing these objectives, may be so regarded 
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The release of such scientific information would serve to assure 
the industries concerned that FDA is enforcing the law with an even 
hand—that neither more nor less stringent requirements are made of 
one product of a given type than of a competing product. Further 
more, revelation of the criteria on which these judgments are founded 
would provide guide lines for petitioners seeking to satisfy the Adminis 
tration of the effectiveness, usefulness or safety of their products. It 
would inspire greater confidence on the part of the public that sufhcient 
care and sound judgment are exercised by the administrative authori 
ties to insure its protection. 


It must be recognized that eventually much of this informatior 
disclosed either in scientific or technical journals, or through promo 
tional literature. But this is at the option of the drug or chemical 
manufacturer and is not subject to verification either as to complete 
ness or correctness. 

It is difficult to understand how disclosure of the chemical 
toxicological foundation upon which rests the official approval of 
new product affecting public health would be contrary to the interests 
of the manufacturer. 


PRECAUTIONARY LABELING—Continued from page 328 


(8) Instructions for handling and storage of packages which r: 
quire special care in handling or storing. In 1953, the Chemical Spe 
cialties Manufacturers Association adopted appropriate precautionary 
statements for use of pressurized or aerosol dispensers to advise the 
user in the proper handling, storage and disposal of these containers 
(9) The statement “keep out of reach of children” or its practi 

' 


cal equivalent. Experience has shown that parents at times may b« 


careless in the handling of these substances around the household 


Chemical Specialties Manufacturers Association will support et 
actment of federal hazardous-substances legislation. We believe that 
such enactment will be the most effective deterrent to a hodgepodge ot 
state laws containing widely diverse labeling requirements. Most products 
in this field are distributed and marketed on a national basis. Out 


industry welcomes the interest of the American Medical Associativ 


legis 


lation which will serve as a national pattern [The End] 


in this field. Its aim is the same as ours—enactment of adequate 
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Foreign Law Comment 


By JULIUS G. ZIMMERMAN 


New Food-Additives Amendment Proposed in Germany 


At the end of February, the Government of the Federal Repub! 


of Germany submitted to parliament the draft fF an amendmet 


to the food act presently in force (mainly the 1936 version) whicl 


would put the use of food additives in the manufacture of food products 
under strict government control he text of the go nment bill 
explanatory comments, was published unde 

Gesetzes zur Aenderung und Erqaenzung 

Bundesrat Drucksache 58/58. and it will be debated 

parliament, the Bundestag (lower chamber) and the Bundesrat (upper 
chamber) \ similar bill was submitted to parliament in 1956, | 
was not enacted during the session of the previous Bundestag. No 


the government is resubmitting it to the new Bundestag, but in a st 
stantially revised form 
The most striking difference is the restricted 


additives” in the new bill The 1956 bill had the 


constituent 


flavoring valu 


Che 1958 bill restricts the definition 


nutritional value.” The full text of the provi 


institutions 
facture or preparation, only 
regardless of whether such substances 


food produc t 





2) The 
determine d by 


ubstance 


dige stible 
ligestible albume: 


be given tal 


od additives, in 


for certain types 
irements 
Section 4(1 1¢ bill contains a genet 


tibiotics ti 


vefore their slaughter 


1 
ull) 


preservation of their meat; to implant any s 
order to influence the consistency of the me 
and t tfer for sale any food products cor 
substances for the preventio 

] 


growing process of a plant or 


~ 


; . 7 . ] 
erances set | y reguiation 


Food I I { intended for export are to be ¢ 


bove-mentioned restrictions but have to comply 


regulations of the country to which thev are ex] 


i t 


Imported food products may be cleared by the 
out regard to the restrictions imposed | yv the 

However, the government reserves the rig] 

imported products with the law and prev 


t means if they are 


Che bill furthet provides for the creation 


vhich is to prepare and draft standards of identi 


us types of food products. The committee 


government and is to consist of scientists 
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concerned with food-law enforcement, and representatives 


sumers and the food industry. 


In the explanatory notes, the government points out that publu 


opinion in Germany and elsewhere is greatly perturbed by the ever 
growing use of food additives (colors and preservatives in particular 
and the reports about the possibility of injurious effects on the con 
sumer. Consequently, the government intends to follow the policy 
of restricting the use of food additives to what is considered “neces 
sary” in the present state of food technology and that the “permitted 
lists” will be published only after the most careful pharmacological 
scrutiny and kept as short as possible in order to forestall any unpre 
dictable harmful effects by the cumulative action of individually 
harmless substances. Scientific data and opinions of expert bodies in 
Germany, the West-European Union, and in other leading countries 
are to be taken into consideration by the government, but the basi 
policy is to keep the so-called “staple foods” as close to their “natural” 


state as possible. 


New Literature 


The great interest in the study of comparative food law in general 


and food-additive legislation in particular is reflected by several recent 
German publications which may be considered as milestones on the 


way to formulating a uniform European food code 


The first of these publications is a 165-page book entitled “Leben 
smittelrechtliche Regelungen von Zusatzstoffen in 18 europaischen Staaten” 
(the legislation on food additives in 18 European countries), by Walter 
Waitz, which was published in June, 1957, under the auspices of the 
German Association for Food Law and Food Science in Bonn (pub 
lisher: B. Behr’s Verlag, Wiesbaden and Berlin), and with an introdu 
tion by Dr. Hans Frenzel, former minister of social affairs of Austria 
and a leading man in the European food-code movement. The author 
gives a detailed and well-arranged listing of food-additive legislation 
with summaries based on classification of the various types of additives 
in the following countries: Austria, Belgium, Denmark, Eire, Finland 
France, Germany (Federal Republic), Greece, Italy, Netherlands 
Norway, Portugal, Spain, Sweden, Switzerland, Turkey, United Kingdom 


and Yugoslavia 


A more specialized study devoted to dairy products and their 


regulation in Denmark, France, Netherlands, Sweden and Switzerland 





FOREIGN I 


was published in 1957 under the title of “Lebensmittelrecht w 
Oualitatsfarderung landwirtschaftlicher Erzeugnisse’” (food law and 
quality improvement of agricultural products) under the joint author 
ship of Dr. V. Hamann, Dr. A. Lindner, Dr. B. Roessler, H. Schlaft 
and Dr. H. Steiger (publisher: Verlag Kommentator G.m.b.H., Frank 
furt/Main) 

The most recent item is an article entitled “Die Behandlung von 


Lebensmitteln mit fremden Zusatzstofien” (the treatment of food with 


foreign added substances), by Dr. S. W. Souci, professor of bio 
chemistry at the University of Munich and director of the German 
Institute for Food Chemistry, which appeared in Nos. 43 and 44 (1957) 
of the Miinchener Medizinische Wochenschrift (Munich medical weekly) 
and which gives a systematic review of the entire subject matter from 
the point of view of the scientist and likewise discusses the trends 

a 


thinking in the United States and other countries as it crystallized 


recent international conventions 


CHRISTOPHER COMMENTS—Continued from page 329 


some famous brand names are actually “distributed” products. May 
the consumer sue the distributor without showing privity 

The statute also states: “provided there is no express covenant 
of warranty.’ This could raise problems in some cases, as it is not 
uncommon for some kind of warranty to be given (“guaranteed fresh 
“contains no X"’). If a warranty is given as to one aspect, does this 
preclude the application of the statute? There are a number of court 
decisions in the state, fortunately, which will be helpful in this regard 
even though they did not arise under the present statute.‘ The only 
generality which can be made is that the existence of a specifi 


warranty does not necessarily exclude the statute 


The fact that this statute does not give an action to the retailer 


or wholesaler is of some importance. The retail store may suffer 


substantial damage to its trade as a result of selling the unwholesome 
product even though the store itself 1s blameless It is well settled 
that the store owner may recover in tort for loss of business in such 
cases, but he must show negligence. 


See Morgan Supply Company 1 Yar- Southwest Ice & Dairy Products Cor 
See ] 


bough, 87 Ga. App. 521, 74 S. E. (2d) 500 pany v. Faulkenberry, 220 Pa (2a) 257 
(1953): Southern Freezing & Locker Com- (Okla., 1950) 
pany v. Creamery Package Manufacturing 


Company, 131 F. (2d) 660 (CA-5, 1942) 
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Injunction Denied—The government sought an injunction 
enjoin defendants from violating regulations pertaining to the packing 
of “shelled oysters, thoroughly drained.” * The complaint was that 
excess liquid of more than 5 per cent remained with the packed oysters 
within 15 minutes after packing and, thus, the applicable regulation 
was violated. To prove its case, the government introduced no direct 
proof to show that the oysters contained more than 5 per cent of 
excess liquid within 15 minutes after packing, but rather sought to 
establish this fact by showing that the product later contained more 
than 5 per cent of excess liquid 

when the oysters are tested at any 
contain in excess of five percent free liquid, it 
within fifteen minutes after packing 

The court refused this proof on the grounds that the Food and 
Drug Administration itself had said that oysters exude fluid at various 
times after removal from the shell, and there is a lack of information 
on just how much fluid may result from this natural process. In re 
fusing the injunction, the court pointed out that injunction is a harsh 
remedy and is to be used with care: 

If an injunction were granted and 


on a contempt citatior ve | orely 

with the disagreement between the scientists 

current studies are being mad and being made by 
I nition of the fact 


itself It would seem this is a re 
] 


T110n 18 not INT t 
t com} r 


\s | understand the decision. the court 
FDA’s power to regulate or with the regulation. If this were t 
the court would have quite a burden. Rather, the court is dealing 


with the problem of proof, If the regulation is that within 15 minutes 


there must not be more than 5 per cent liquid, can you show 


violation by evidence of the amount of liquid at a time more that 
15 minutes later’ The “dirty plant” cases are examples where sucl 


evidence is proper. But here there could be intervening causes 


i | 9 W. F Morgan & Sons, CCH 
Food Drug Cosmetic Law Reports {§ 7421 
155 F. Supp. 40 and 847 (DC Va., 1957) 
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